CONG TY CO PHAN GONSA CONG HOA XA HQI CHU NGHIA VIET NAM

S6: 393/2024/CV-GSD-PT Pioc lip — Tw do — Hanh phiic
“V/v: Xin thay d6i S6 dang ky TP. H6 Chi Minh, ngay 28 théng 08 nam 2024
san phdm DECOLIC”

Kinh eirvi: SOY TE TAY NINH

(Sau day goi la “Bén moi thau”)

CONG TY CO PHAN GONSA (sau ddy goi la “Nha thdu”) ¢6 tham du va tring thiu géi
thdu: Géi thau s6 02 - Cung cip thudc generic thugc Danh muc thudc bé sung vao Danh muc
diu thiu tap trung cip dia phwong dé sir dung tai cic co sé y té trén dia ban tinh giai doan
2022-2024 san phim DECOLIC theo Quyét dinh trang thiu sé: 924/QD-SYT ngay 21/05/2023 cuia
S&'Y té Tay Ninh.

Nay Nha théu lam cdng van nay xin thay ddi thong tin Sé ding ky cta san phim DECOLIC
cu thé nhu sau:

Pon £ ax pa— £ i Tén nha san
Stt| Tén thubc Quy | "y | Sodingkyds | Soddngkyméi | g
cach e trang thau xin thay doi . £
tinh san xuat
DECOLIC | Hop/20 C}?ngy co
1 | (Trimebutin goix | Goi | VD-19304-13 | 893110199724 ﬁhggj 3;’2‘-’2
maleat 24mg) 1,15g Viét Nam

Bing van ban nay, ching t6i xin thong bdo vé viéc didu chinh va cung Ung san phim
DECOLIC theo s dang ky méi 893110199724, Viéc thay d6i S6 dang ky nay khéng anh huéng dén
cac thong tin khac cling nhu chét luong san pham (dinh kém tai heu Gidy phép leu hanh san phdm theo
56 ddng ky cii va Quyét dinh gia han gidy ddang ky heu hanh véi s6 dang ky méi dé Quy Bénh vién déi
chiéu).

Ngay ap dung: 28/08/2024

Nha thau xin dinh kém cdc i liéu sau:

1. Giy phép luu hanh san phim

2. Quyét dinh 181/QP-QLD ngay 21/03/2024 vé viéc gla han glay dang ky luu hanh
Kinh mong Bén moi thdu xem xét va chip thudn cho Nha thiu duoc tiép tuc cung ca
theo thong tin thay déi trén.

Tran trong cam on!

ip san phdm

DAIDIEN HOP PHAP CUA NH THAU/




SAO Y BI&N cHiNH

BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
MINISTRY OF l—I’EALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Pic lip - Tw do - Hanh phiic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

138A Glang Vo - Ha NJi - Vit Nam
Tel: 84.4.37366483/38464413 - Fax: 84.438234758
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Tén thubc . Decolic _
Name of Drug: T o7
Thanh phan chinh, ham lwgng @ Trimebutin (dwéi dang Trimebutin maieal
Active Ingredients, Strength:

Qui cach déng gdi, bao ché :© hop 20 géi 1,15 gam; Bdt pha hén djch uéng
Packing Size, Dosage form:

Tiéu chudn chét lvgng . TCCS

Quality Specification:

Han diing . 36thang

Shelf- life:

$6 gidy phép Ivu hanh san pham (SPK): . [VD-19304-13 |

Marketing Authorization Number: .

Sé quyét dinh © 240/Qb-QLD Ngay cép: 10/9/2013

Approval Decision Number: Date of Issuance:

Hiéu lwc cla gidy phép lu hanh san phdm: cé gia trj 05 nam ké tlr ngay cap
Expiration Date of this Markeling Authonzation:

Tén co s& dang ky . Cong ty cb phin dwgc phdm 3/2

Name of Marketing Authonzation Holder

Dia chi © 10 Céng Trwdng Qudc Té, Quan 3, TP. Hd Chi Minh -
Address: _Vigt Nam

Tén co s& san xuét . Coéngty ¢ phian Dwoc phdm 3/2

Name of Manufacturer:

Dija chi : 86930 C2, Budng C, KCN Cat Lai, P. Thanh M§ Lgi,
Address: Q2, TP. H Chi Minh - Viét Nam

Tén co s& dong goi SA() V BAN )
Name of Assembler ? . Y : *5 f H I\H
Dja chi 1l 00

Address.

Ha Néi, n géy 10 thdng 9 ndm 2013,

CYC TRUONG CYC QUAN LY DUQC
GENERAL-DI EQ"I'GR"OE{Q(E DRUG ADMINISTRATION OF VIETNAM

¢ Chankh Yt

Ghi cht: wots)

1- Gidy phép Iuu hanh san phdm nay duoc cép theo ding hd so ¥ .
dang ky thubc da duoc B Y té phé duyét Ly
This marketing authorizalion has been issued in accordance with the dossier
approved by the Vietnam Ministry of Health

2- Bét ctr sy thay ddi nao vé ndi dung cla gidy phép phai dugc R
Cuc Quan Iy dwoc - Bo Y 1é xéc nhan. TRUONG QUOC CUONG
Any varialions of the conlenis of the marketing aulthorizalion are required lo be
adopted by the Drug Administration of Vietnam

Al




\J-_ __ Ky bai: Cye Quan

mt BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
=¥ ‘7% CUC QUAN LY DUQC Poc lap - Tu do - Hanh phic
S6:181  /QD-QLD Ha Ngi, ngay 21 thang 03 nam 2024
QUYET PINH

Vé viéc ban hanh Danh muc 881 thudc sin xuit trong nuéc
dwge gia han gidy ding ky luu hanh tai Viét Nam - Dot 193

CUC TRUONG CUC QUAN LY DUQC

Can cu Ludt Duoc Sc:: 105/2016/QH13 ngay 06/4/2016;
Can cu Nghi dinh SO 95/2022/ND-CP ngay 15/11/2022 cua Chinh phi quy dinh
chicc nang, nhiém vu, quyen han va co ciu té chie ciia Bg Y té; )
Can ctr Quyét dinh s6 1969/QP-BYT ngay 26/4/2023 ciia Bé truong Bo Y té quy
dinh c/g:}c nang, nhiém vu, quyén han va co cdu 16 chirc clia Cuc Quan ly Duoc thugc
Bo Y te;
Cén cie Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truong Bo Y té
quy dinh viéc dang ky lwu hanh thuéde, nguyen lieu lam thuoc;
Can cit két ludn cua Hoi dong tw van cdp g:ay dang ky lwu hanh thuoe, nguyén
liéu lam thudc - B Y té dot 193 tai Cong van s6 15/HDTV-VPHD ngay 19/02/2024
cua Van phong Hoi dong tw vin cdp GPKLH thudc, nguyén liéu lam thuoc;
Theo dé nghi ciia Truong phong Dang ky thuoc, Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh keém theo Quyét dinh nay danh muc 881 thudc sin xuét trong
nuée duoe gia han gidy ding ky luu hanh tai Viét Nam - Dot 193, cu the

1. Danh myc 595 thubc san xuit trong nuéc duoc gia han gidy dang ky luu
hanh hiéu luc 05 ndam (Phuy luc I kéem theo).

2. Danh muc 285 thudc san xuét trong nude duge gia han gidy dang ky luu
hanh hiéu luc 03 nam (Phu luc 11 kem theo).

3. Danh muc 01 thudc san xuét trong nudc duge gia han gidy dang ky luu hanh
hiéu lyc dén 31/12/2025 (Phy luc 111 kém theo).

Diéu 2. Co s0 san Xuét va co s& dang ky thude ¢6 trach nhiém:

1. San xuat thudce theo dung céac 110 s0, tai liéu dd dang ky voi Bo Y té va phai
in s6 ding ky duoc Bo Y te Viét Nam cép 1én nhén thude.

2. Chi dugc san xuit, dua ra luu hanh céc thube kiém soat ddc biét khi c6 Gidy
chitng nhan du diéu kién kinh doanh duoc pham vi kinh doanh thudc phai kiém soat
ddc biét phu hop véi pham vi hoat dong cua co s& dép tmg quy dinh tai khoan 5 Piéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phii quy dinh chi tiét mét
s6 didu va bién phéap thi hanh Luat Duoc.

3. Thyc hién viéc cép nhét tiéu chuan chit luong cia thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong Bo Y té quy dinh vé
chat luong thude, nguyén liéu lam thudc.

4. Thudc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cap nhat noi dung nhan thude, t& huéng dan sir dung thubc theo quy dinh
cua Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctiia B truéng Bo Y té thi phai thyc
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hién cap nhat theo quy dinh tai diém b Khoan 1 Dleu 37 Théong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duge gia han glay déng ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thubc duoc gia han
glay dang ky luu hanh theo Quyet dinh nay c6 thay dbi vé noi dung hanh chinh (bao
gém ca mau nhin va t& huéng dan st dung thubc) phai san xudt va luu hanh véi cac
ndi dung da duoc phé duyét thay doi trong hd so gia han.

6. Co so ding ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu luc cua gidy ding ky lwu hanh thudc, nguyén liéu lam thubc. Trong trudng hop
khéng con dép ung du diéu kién hoat dong, co so dang ky phai c6 trach nhiém thuc
hién thay dbi co s ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tur ngay co so dang ky khéng con du diéu kién hoat dong.

7. Co s& san xuat thude phai bao dam cac diéu kién hoat dong cua co sO san
xuét trong thoi han hiéu luc cua gidy dang ky luu hanh thudc, nguyén li¢u lam thude.

8. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay dugc t1ep
tuc st dung so dang ky da cép trude khi gia han trong thoi han téi da 12 théang ké tir
ngay dugc cap s6 dang ky gia han theo quy dinh tai Phu lyc VI ban hanh kém theo
Thoéng tur s6 08/2022/TT-BYT.

9. Phéi hop véi céc co so didu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hi¢u qua, tic dung khong mong mudn cla
thudc trén ngudi Viét Nam va tong hop, bao céo theo quy dinh tai Piéu 5 Thong tu s6
08/2022/TT-BYT dbi véi cac thude trong Phu lyc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam ddc S& Y té céc tinh, thanh phd truyc thudc Trung wong va Giam
déc €O’ SO san Xuét va co s¢ ding ky c6 thude tai Pidu 1 chiu trach nhi¢ém thi hanh
Quyet dinh nay./.

Noi nhgn: - CUC TRUONG
- Nhu biéu 4;

- BT. Pao Hdng Lan (dé b/c);

- TT. D6 Xuan Tuyén (dé b/c);

- Cyc Quéany - Bd Quéc phong, Cuc Y té - Bo Cong an;
-Cuc Y té GTVT - Bj Giao thong van tai;

- Téng Cuc Hai quan - Bo Tai chinh;

- Béo hiém x4 hoi Viét Nam;

-Bd Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
Bg, Van phong HDTV cap GDKLH thudc, NLLT;

- Vién KN thudc TU, Vién KN thudc TP. HCM;

- Téng Céng ty Dugc Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién c6 giudng bénh trye thuge Bo Y té;
- Trung tdm mua sim tap trung thudc quic gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;

- Luu: VT, BKT (C.H) (02b).

“Vii Tuén Cudng

Ra) 4 25




Phu luc I
DANH MUC 595 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - DQT 193
(Kém theo Quyét dinh s6 181 /QD-QLD ngay 21 thang 03 ndm 2024
ctia Cuc Quan ly Duoc)

STT| Tén thube Hoat chit chinh - |Dang bao | Quy cdch déng géi [ Tiéu | Tuoi So6 ding ky [So lan
Ham lugng ché chuan | tho gia han gia han
(thang)| (S6 ding ky
di cép)
1) (2) 3) “4) &) (6) Q)] (8) 9)

Viét Nam-Singapore, thi x Thuin An, tinh Binh Duong, Viét Nam)
1.1. Co s& san xuit: Cong ty ¢ phin Cong nghé sinh hoc - Dwgc phim ICA (Dia chi: Lo 10, duong sé 5, khu cong nghiép
Viét Nam-Singapore, thi xd Thudn An, tinh Binh Duong, Viét Nam)

1. Co s& diing ky: Cong ty c6 phan Cong nghé sinh hgc - Duge pham ICA (Pia chi: L6 10, dudng so 5, khu cong nghiép

1

Coxlec

Celecoxib 200mg

Vién nang

cung

Hop 2 vi x 10 vién,
vi PVC-Alu

NSX

36

893110136424
(VD-18668-13)

2. Co sé ding ky: Cong ty ¢o phin Dugc - vit tu y té Nghé An (Dia chi: S6 68 dudng Nguyén S§ Sach, phuong Hung

Phiic, thanh phé Vinh, tinh Nghé An, Viét Nam)

2.1. Co s& san xuit: Cong ty cd phan Dugc - vat tu y té Nghé An (Dia chi: S5 68 dudng Nguyén Sy Sach, phuong Hung

Phuc, thanh pho Vinh, tinh Nghé An, Viét Nam)

2

DNAStomat

Omeprazol (dudi
dang pellet
Omeprazol 8,5%:

235,3mg) 20mg

Vién nang
cung

Hop 10 vi x 10 vién,
vi nhém/nhém; Hop
1 lo x 14 vién, lo
HDPE

NSX

36

893110136524
(VD-24933-16)

3. Co sé ding ky: Cong ty c6 phan Dugc - Vat tu y té Thanh Héa (Dia chi: S6 232 Tran Phu, phudng Lam Son, thanh phé
Thanh Hoéa, tinh Thanh Hoa, Viét Nam)
3.1. Co sé sdn xuit: Cong ty cd phin Dugc — Vit tu' y té Thanh Héa (Dia chi: S6 04 duong Quang Trung, phudng Ngoc
Trao, thanh phd Thanh Hoa, tinh Thanh Hoa, Viét Nam)

893110136624

3 |Amoxicilin Amoxicilin (dudi Vién nang |Hop 10 vix 10 vién; [DDVN | 24
500 mg dang Amoxicilin cing Hop 20 vi x 10 vién; A% (VD-24941-16)
trihydrat compacted) Hop 50 vi x 10 vién
500mg
4 | Ampicilin Ampicilin (dudgi Vién nang [Hop 10 vi x 10 vién; | DPDVN 24 | 893110136724 1
500 mg dang Ampicilin cung Hép 20 vix 10 vi; vV (VD-24396-16)
trihydrat) 500mg Hdép 50 vi x 10 vién
5 |Diclofenac Diclofenac natri Viénnén |[Hop 10 vix 10 vién [DDVN 24 893110136824 1
50mg bao tan v (VD-21946-14)
trong rudt
6 |Glimethepharm |Glimepirid 2mg Viénnén |[Hép 3 vix 10 vién; NSX 36 [ 893110136924 1
Hop 10 vi x 10 vién; (VD-30657-18)
Hép 50 vi x 10 vién
7 |Gut C thepharm |Colchicin 1mg Viénnén [Hop 1 vi x 20 vién NSX 36 [ 893115137024 |
(VD-22270-15)
8 |Mectathepharm |Diosmectite 3g Thude bt [Hop 30 goi x 4g NSX 36 893100137124 1
pha hén (VD-19554-13)
dich udng
9 |Ptu Thepharm Propylthiouracil Viénnén [Hop 4 vi x 25 vién; |DDVN 36 | 893110137224 1
50mg Hép 10 vi x 25 Y (VD-18800-13)
Vién; Hop 1 lo x
100 vién

Py 4

N
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STT| Ténthubc | Hoat chat chinh- | Dangbao | Quy cich dongg6i| Tiéu | Tudi | S6ddngky |Sélan
Ham lugng ché chuin | tho gia han gia han
(thang)| (So dang ky
da cip)
() (2) 3) 4) () (6) () (t)) (&)
35 |Oresol Natri clorid 520mg; [Thudc bot |Hop 10 goi x 4,1g; NSX 36 | 893100199324 1
Natri citrat dihydrat |u6ng Hop 40 géix 4,1g (VD-28810-18)
580mg; Kali clorid
300mg; Glucose
khan 2700mg
36 |Vitamin A 5000 |Vitamin A 5000 [U |Viénnang [Hép 10 vix 10 NSX 24 1893110199424 1
IU cung vién, mang Alu (VD-20160-13)
PVC; Hop 1 chai x
80 vién, chai nhua
HDPE
37 |Vitamin Bl Thiamin nitrat 50mg |Viénnén  |[Hop 20 chai x 100 NSX 36 893110199524 1
50mg vién, Hop | chai x (VD-26713-17)
200 vién, chai nhya
HDPE i

12. Co s& diing ky: Cong ty c¢6 phan Dwgc pham 3/2 (Dia chi: S5 601 Céch Mang Thang Tam, Phuong 15, Quén 10, Thanh-"

ph6 Hb Chi Minh, Viét Nam) ‘o
12.1. Co s sén xudt: Cong ty 6 phin Duwge phdm 3/2 (Bja chi: 930 C2, Pudmg C, KCN Cét Lai, Cum II, Phuéng Thanh :
My Loi, Quan 2, TP. H5 Chi Minh, Viét Nam) /s
38 |Calyptin F Eucalyptol 200mg  [Viénnang |Hop 10 vix 10 vién | NSX 24 [ 893100199624 1 \\/
mém (VD-24695-16)
39 |[Decolic Trimebutin (dudi Bot pha Hop 20 goi x 1,15g | NSX 36 (893110199724 1
dang Trimebutin hén dich (VD-19304-13)
maleat) 24mg udng
40 |Melyptol Mbi 5 ml chira: Dung dich |Hép I chai x Sml NSX 24 893100199824 1
Cineol (Eucalyptol) [x6ng miii, (VD-27741-17)
0,25ml; Tinh dau hong
bac ha 0,05ml
41 |Methionin Methionin 250mg Viénnang |HGp I chai x 100 NSX 36 | 893110199924 1
cirng vién (VD-17374-12)
42 [Metrima - M Metronidazol Viénnén |Hop 1 vix 10 vién NSX 36 893115200024 1
500mg; Clotrimazol |dit dm dao (VD-29645-18)
100mg
43 [Nystatin 25.000 |Nystatin 25.000IU  |Thudc bot [Hop 20 goix lg, NSX 24 1893100200124 1
U ramiéng  |goi gidy nhom (VD-18216-13)
44 |Prebufen Ibuprofen 200mg Thudc ¢ém Hép 20 goi x 1.,5¢ NSX 36 [ 893100200224 1
(VD-17876-12)
45 |[Terfelic B9 St fumarat Viénnén [Hop 3 vi x 10 vién; NSX 24 893100200324 1
151,6mg; Acid folic [bao phim |Hop 10 vi x 10 vién (VD-18924-13)
0,35mg
46 |Terfelic F Sit fumarat 200mg; |[Viénnén |Hop3vix 10vién; [ NSX 24 893100200424 |
Acid Folic 1mg bao phim  [Hop 10 vi x 10 vién (VD-19309-13)
47 |[Tragutan F Cineol 100mg; Tinh |Vién nang |Hdp 3 vi x 10 vién NSX 36 | 893100200524 1
dau tram tra 50mg;  |[mém (VD-26088-17)
Tinh diu gimg
0,75mg; Tinh dau
tan 0,36mg
48 |Vifticol 1% Glycerol Dung dich [Hop 1 chai x 10ml NSX 36 (893100200624 1
100mg/10ml nho mit (VD-20167-13)




