CONG TY CO PHAN DUGC PHAM
TV.PHARM

Sé: 11/CV.TV.PHARM

Céng ty cb phan duge phim TV.PHARM chén thanh cam on sy
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CONG HOA XA HOI CHU NGHIA VIET NAM

Pdc Lap — Tu Do- Hanh Phic
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Tra Vinh, ngdy 26 thang 5 ndm 2025

KINH GUY: SO Y TE TINH KIEN GIANG

co s& y té truc thude quy s& trong subt thoi gian qua.

Cin ot Quyét dinh s& 1630/QD-SYT ngay 27 thang 6 ndm 2024 cua

viéc phé duyét két qua lya chon nha thiu cung cép thubc tap trung tinh Kién Giang, giai doan

hop tac va ing hd ciia céc

S& Y t tinh Kién Giang v&

2023-2025 (dot 3);
Céng ty cb phin dugc phim TV.PHARM 14 don vi tring thiu véi tong sb 28 mit hang,
trong d6 c6 mit hang:
Mi 56 (Theo Tén hoat ND-HL | Dang | BVT | Quy | Ténthwong SPK Sé hwong DPon Thanh tidn
HSMT) chit bao cich mai gid
ché déng (co
goi VAT)
s Hop
Vién : VD-
PP23006294 . 10 vi > _=
90 Metformin | 1000mg 1;31011 < 10 Metformin 3151932- 768.000 | 495 380.160.000 /@
PO | vign | vién S
3 EREol
s Hop . DUC
Vién . VD- -
PP2300629% | Meformin | 1000mg | bao | 10V | Metformin | 31992- |} 665,000 \A\TV..
: phim | Vién o 19 e 495 2
vien \\ V/N
Nay Céng ty C6 Phén Duoc Phim TV .Pharm giri cong vin ndy dén S& y té tinh Kién Giang aé

xin dwgc thay dbi vé
ngay 18 thang 06 n
gia han gidy dang ky
Quyét dinh sé 187/QDP-QLD ky ngdy 11 thing 04 nim 2025 vé

¢6 3 lidu chimg minh twong dwong sinh hoc c6 thay abi, bd

Nam 20235.

86 ding ky cii

: VD-31992-19

S ding ky mdi : 893110443424

N

sé diing ky ciia sén phim trén theo Quyét dinh s6 401/QP-QLD ky
Am 2024 vé viéc ban hanh danh myc 512 thudc san xuit trong nudc duge
Juu hanh tai Viét Nam — Dot 200 clia Cyc quin ly duge Viét Nam va
viéc cong b6 Danh muc thubc

sung thong tin thudc Dot 2 —




Céng ty cb phin dugc phém TV.Pharm kinh mong S&'y ¢ tinh Kién Giang vui 1ong chép
fhuan sy didu chinh trén. Ching t0i xin giri kém Quyét dinh s6 401/QD-QLD va Quyét dinh s6
187/QD-QLD dé chirmg minh s6 ding ky didu chinh trén 1a dng.

M&t 1in nita, Ching t6i rht mong duge sy gitp 45 cua S y té tinh Kién Giang. Ching t61

xin chén thanh cam on

Tréan trong kinh chao!
TMCT CPDP TV. PHARM
5;FONG GIAM POC

p”VH T.1R
SENG UYEN THANH si
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Ky bgi: Cyc Quan

A" ly Duge

By il BOYTE CONG HOA XA HQOI CHU NGHIA VIET NAM
= "Cyc QUAN LY DUQGC Péc lap - Tw do - Hanh phic
/N sé: 401 /QP-QLD Ha Noi, ngay 18 thdng 06 ndm 2024

7/ CHINHANH \2,
z’(cc‘w@. TY CO PHAN\©
*| DUGC PHA

# :
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'QUYET PINH
V& viéc ban hanh Danh muc 512 thudc san xuit trong nudée

> 4 dwoc gia han gié"ly dang ky luu hanh tai Viét Nam - Dot 200

4
v

CUC TRUGNG CUC QUAN LY DUQC

Can cik Ludt Duge s6 105/2016/QH13 ngay 06/4/2016;
Can cik Nghi dinh s& 95/2022/ND-CP ngay 15/11/2022 ctia Chinh phii quy dinh
chitc ndng, nhiém vy, quyén han va co céu t6 chirc cia BY Y té; ]

Ciin iz Quyét dinh s6 1969/0D-BYT ngdy 26/4/2023 cua BY truong Bo Y té quy
dinh clgd’c ndng, nhiém vy, quyén han va co céu 18 chire cia Cuc Quan Iy Duoc thugce
B Yte;

Cén cik Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B$ trwéng Bo Y t¢
quy dinh viéc dang ky luu hamh thuéc, nguyén liéu lam thudc; )

Céin cik két lugn ciia Hpi dong tw van cdp gidy ding ky lwu hanh thuoc, nguyén
liéu lam thude - B Y 1€ dot 200 tai Cong van sé 43/HDTV-VPHD ngay 15/5/2024 ciia
Viin phong Hoi dong tw van cap GDKLH thude, nguyén liéu lam thuéc;

Theo dé nghi cia Trudng phong Dang ky thude, Cuc Quan Iy Duoc.

QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh ndy danh muc 512 thudc san xudt trong
nuée duge gia han gidy ding ky luu hanh tai Viét Nam - Dot 200, cu thé:

1. Danh muc 418 thudc san xuét trong nude duogc gia han gidy dang ky luu
hanh hiéu lwc 05 nam (Phu luc I kém theo).

2. Danh muc 89 thudc san xuét trong nudce duge gia han gidy ding ky luu hanh
hiéu luc 03 nim (Phu luc II kém theo).

3. Danh muc 05 thubc san xuit trong nudc duge gia han gidy ding ky luu hanh
hiéu lyc dén 31/12/2025 (Phu luc III kém theo).

Pidu 2. Co s& san xudt va co s¢ dang ky thudc c6 trach nhi¢m:

1. San xuét thubc theo dung céc hd so, tai lidu da dang ky véi BO Y t& va phai
in s6 dang ky dugc BO Y té Viét Nam cép 1én nhan thude.

2. Chi duoc san xuét, dua ra luu hanh céc thube kidm soat dic bist khi c6 Gidy
chimg nhan du didu kién kinh doanh duge pham vi kinh doanh thudc phai kiém soat
d3c biét phit hop voi pham vi hoat dong cua co so dap ung quy dinh tai khoan 5 Piéu
143 Nghi dinh s 54/2017/ND-CP ngay 08/5/2017 cta Chinh pht quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Luét Dugc.

3. Thuc hién viéc cip nhat ti€u chuln chét lugng cua thudc theo quy dinh tai
Théng tu sé 11/2018/TT-BYT ngay 04/5/2018 ctia BY truong Bo Y t& quy dinh vé
chit luong thude, nguyén lidu lam thubc.

4. Thubc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua

nop hd so cp nhat ndi dung nhén thude, tO huéng dan st dung thube ‘gheo quy dinh
ctia Thong tu 01/2018/TT-BYT ngay 18/01/2018 cta B trudng Bo Y t€ thi phéi thuc
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hién cap nhat theo quy dinh tai diém b Khoan 1 Pidu 37 Thong tu s 01/2018/TT-BYT

trong thoi han 12 thang ké tir ngay dugc gia han giéy ding ky luu hanh.

5. Sau 12 thang ké tr ngay ky ban hanh Quyét dinh nay, cac thudc dugc gia han
gidy déng ky luu hanh theo Quyét dinh ndy co thay dbi vé ndi dung hanh chinh phai
san xuét va Iuu hanh véi cac ndi dung da duge phé duyét thay dbi trong hd so gia han.

6. Co s& dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc cua gidy dang ky luu hanh thudc, nguyén liéu lam thudc. Trong trudng hop
khong con dap tng du didu kién hoat dong, co s dang ky phai o trach nhiém thyuc
hién thay d6i co s& dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s¢ déng ky khéng con du diéu kién hoat dong.

7 Co s& san xuat thudc phai bao dam céc diéu kién hoat dong cta co s& san
xuét trong thoi han higu lyc cua gidy diang ky luu hanh thudc, nguyén liéu lam thudc.

8. Céc thubc duoc gia han gidy dang ky luu hanh tai Quyét dinh nay duge tiép
tuc sir dung sb dang ky da cép trude khi gia han trong thoi han t6i da 12 thang k& tir
ngay duoc cép sb ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

9. Phéi hop véi cac co sd didu tri dé thyc hién theo ding cac quy dinh hién
hanh v& thudc ké don, theo ddi an toan, hiéu qua, tic dung khong mong mudn cua
thubc trén nguodi Viét Nam va tdng hop, bao céo theo quy dinh tai Piéu 5 Thong tu s6
08/2022/TT-BYT dbi véi cac thude trong Phy luc II ban hanh kém theo Quyét dinh
nay.

Pidu 3. Quyét dinh ndy c6 hiéu luc ké tir ngay ky ban hanh.

Pitu 4. Giam doc S¢' Y té céc tinh, thanh phé truc thudc Trung wong va Giam
dbc co s& san xudt va co s¢ ding ky co thudc tai Pidu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin:

- Nhu Piéu 4;

- BT. Pao Hdng Lan (dé b/c);

- TT. P& Xuan Tuyén (dé b/c); .

- Cyc Quény - Bo Quéc phong, Cuc Y té - B Cong an;
-Cuc Y t& GTVT - B0 Giao thong vén tai;

- Téng Cuc Hai quan - Bo Tai chinh;

- Bo hiém x4 hoi Viét Nam; et g .
_Bd Y t&: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cuong
B, Van phong HDTV cép GDPKLH thudc, NLLT;

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

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

- C4c Bénh vién, Vién c6 giudng bénh tryc thuc B Y té;

- Trung t&m mua sém tap trung thubc quéc gia;

- Cyc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;

Website;

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




DANH MUC 418 T

Phu luc I

HUOC SAN XUAT TRONG NUGC PUQC GIA HAN GI

TAI VIET NAM HIEU LU'C 05 NAM - DOT 200
(Kém theo Quyét dinh s6 401 /QP-QLD ngay 18 thang 06 ndm 2024

AY PANG KY LUU HANH

ciia Cuc Quan Iy Duoc)
STT Tén thudc Hoat chét chinh - | Dang bao ché| Quy cach dong goi| Tieu Tubi S6 ding ky S6
Ham lwong chuin | tho gia han lin
(thang)| (So dingky | gia
da cip) han
&Y @ 3 @ ) © Q) ® (&)

1. Co sé ding ky: Cong ty ¢b phin Dugc - Vit tuy té

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

1.1. Co s& san xuét: Cong ty co phin Dugc - Vit tu y te

z

Phtic, thanh phd Vinh, tinh Ngh¢ An, Viét Nam)

Nghé An (Dia chi: S6 68 dudong Nguyén S§ Sach, Phudng Hung

Nghé An (Dia chi: Sé 68 duong Nguyén Sy Sach, Phudong Hung

1 |CinatamDNA Cinarizin 25mg; Vién nang Hop 6 vi x 10 vién; | NSX 36 |893110425424 | 1
Piracetam 400mg cing Hop 10 vi x 10 vién (VD-26359-17)
2 |Piracetam - DNA |Piracetam 400mg Vién nang Hop 5 vi x 10 vién; |DDVN 36 |893110425524 | 1
cing Hop 10 vi x 10 vién v (VD-26362-17)
3 |Tetracyclin Tetracyclin Vién nén Lo 450 vién, Lo DDbVN 24 |893110425624 | 1
250mg hydroclorid 250mg 400 vién, Lo 200 \Y% (VD-20928-14)
vién, Lo 100 vién

2. Co sé ding ky: Cong ty co ph?m dwoc Apimed

Minh, Viét Nam)
2.1. Co s sén xut: Cong ty cb phin dwgc Apimed (Dia chi: Pudng N1, cum cong nghiép Pht Thanh — Vinh Thanh, x&
Vinh Thanh, huyén Nhon Trach, tinh DE‘mg Nai, Viét Nam) ‘

(Dia chi: 263/9 Ly Thuong Kiét, Phudng 15, Quén 11, Thanh phd Ho Chi

4 |Misopato 5 Bisoprolol fumarat  |Vién nénbao |Hop 3 vix 10vién |USP38| 24 893110425724 | 1
5mg phim (VD-31034-18)

5 |Nooapi 400 Piracetam 400mg Viénnénbao |Hop 10 vix 10 vién [ NSX 24 |893110425824 | 1
phim (VD-31036-18)

6 |Nooapi 800 Piracetam 800mg Viénnén bao [Hop 10 vix 10 vién | NSX 24 1893110425924 | 1
phim (VD-30220-18)

7 |Sucrapi Sucralfat 1000mg Hdn dich udng [Hop 20 goi x Sml; NSX 24 1893100426024 | 1
Hop 50 goi x Sml (VD-30914-18)

3. Co s& ding ky: Cong ty ¢b phin dugc Danapha (Pia chi: 253 Diing ST Thanh Khé, phudng Thanh Khé Téy, quén Thanh
Khé, thanh phd Pa Ning, Viét Nam)
3.1. Co s& san xuét: Cong ty co phén dugc Danapha (Pia chi: 253 Diing St Thanh Khé, phudng Thanh Khé Téy, quén
Thanh Khé, thanh phé Da Néng, Viét Nam)

8 |Disidana Nefopam Dung dich Hop 10 ng x 2ml NSX 36 893110426124 | 1
hydroclorid tiém (VD-31518-19)
20mg/2ml
9 |Furosol Furosemid 20mg/2ml [Dung dich Hop 10 éng x 2ml NSX 24 1893110426224 | 1
tiém (VD-24683-16)

10 |Garnotal Phenobarbital 100mg |Vién nén Hop 10 vix 10 vién | NSX 36 1893112426324 | 1
(VD-24084-16)

11 |Haloperidol 2 mg |Haloperidol 2mg Vién nén Hop 119 x 200 vién | NSX 36 |893110426424 | 1
' (VD-18188-13)

12 |Meloxicam 15mg |Meloxicam 15mg Vién nén Hop3vix 10vién | NSX 36 893110426524 | 1
(VD-31520-19)

13 [Neuropyl 400 Piracetam 400mg Vién nang Hop Svix 10 vién | NSX 36 893110426624 | 1
cing (VD-25094-16)
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STT| Tén thudc Hoat chat chinh - | Dang bao ché | Quy cich déng goi Tieu | Tubi | Sodangky | S6
Ham lugng chuén | tho gia han lin
(thang)| (SO dingky | gia
da cp) han
&Y ©)) 3 “@ 3 © ) ® (&)
175 |Ventizam 75 Venlafaxin (du6i Vién nén Hop 3 vix 10 vién BP 36 |893110442824
dang venlafaxin 2021 (VD-30503-18)
hydroclorid) 75mg

38. Co sé ding ky: Cong ty C6 phin Dugc pham Tipharco (Dia chi:

Tan M§ Chénh, Phudng 9, Thanh Phé My Tho, Tinh Tién Giang, Viét Nam)

38.1. Co s& sin xut: Cong ty Cb phin Dugc phim Tipharco (Pia chi:
Tién Giang, Viét Nam)

L6 08, 09 Cum cdng nghigp va tiéu thi cong nghiép

15 Péc Binh Kiéu, Phudng 2, TP. My Tho, Tinh

176 [Janagliptin 100 |Sitagliptin (dudi Viénnénbao [Hop3vix 10vién | NSX 36 893110442924
dang sitagliptin phim (VD-31919-19)
phosphat
monohydrat) 100mg

177 |Stugol Methocarbamol Vién nén bao |Hop 3 vix 10 vién, | NSX 36 1893110443024
500mg phim Hop 6 vi x 10 vién, (VD-31923-19)

Hop 1 chai x 30
vién, Hop 1 chai x
60 vién

178 | Tiphanil 500 N — Acetyl — DI — Vién nén Hop 2 vix 10 vién | NSX 36 1893100443124

leucin 500mg (VD-31926-19)

39.1. Co sé ding ky: Cong ty ¢b phén dugc phim TV.Pharm (Pia chi: S62

Thanh phé Tra Vinh, Tinh Tra Vinh, Viét Nam)

39.1. Co sé san xuit: Cong ty cb phin dugc phim TV.Pharm (Pia chi: S 27, Nguyén Chi Thanh, Khém 2, Phudng 9,
Thanh phé Tra Vinh, Tinh Tra Vinh, Vi¢t Nam)

7, Nguyén Chi Thanh, Khém 2, Phudng 9,

179 |Loratadine 10mg |Loratadin 10mg Vién nén Hop 3 vix 10 vién, | NSX 36 893100443224
10 vi x 20 vién (VD-31991-19)
180 |Melomax Meloxicam 7,5mg Vién nén Hop 03 vix 10 NSX 36 893110443324
vién; Hop 10 vix (VD-25531-16)
10 vién; Chai 100
vién
181 |Metformin Metformin.HCI Vién bao phim |Hop 03 vi, 05 vi, NSX 36 |8931 10443424 |
1000mg 10 vi x 10 vién; (VD-31992-19)
Chai 50 vién; Chai
100 vién
182 |Parepemic 2mg  [Loperamid Vién nang Hop 10 vix 10 vién | NSX 36 | 893100443524
hydroclorid 2mg cing (VD-31993-19)
183 |Piromax Piroxicam 20mg Vién nang Hop 10 vix 10 DDVN | 36 |893110443624
cung vién, Chai 100 vién A" (VD-21698-14)
184 | Telmisartan Telmisartan 40mg Vién nén Hop 3 vix 10 vién, | NSX 36 |893110443724
Hop 10 vix 10 (VD-19045-13)
vién, Hop 4 vix 7
vién
185 |Vitamin PP Nicotinamid 500mg |Viénnénbao |Hop 10 vix 10 DDVN | 36 |893110443824
500mg phim vién, Chai 100 vién \Y% (VD-22243-15)

40. Co s& ding ky: Cong ty ¢b phin dugc phs

Nghta, Huyén Chuong My, Thanh phd Ha N¢i, Viét Nam)

im Thanh Phat (Dia chi: L6 CN-1, Khu cdng nghiép Phu Nghia, Xd Phu




Phu luc IT
DANH MUC 89 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - PQT 200
(Kém theo Quyét dinh sé 401 /OP-QLD ngay 18 thdng 06 ndm 2024
ctia Cuc Quan ly Duoc)

STT Tén thudc Hoat chét chinh - | Dang bao ché | Quy cach dong gbi | Tiéu Tudi S6 diing ky S6
Ham luong chuén | tho gia han lin
(thang)| (S6 dingky | gia
da cip) han

@ @ 6] @ )] © ™ ® ®

1. Co's& déing ky: Cong ty Cb phan Dugc - Vit tu y t& Nghé An (Dja chi: S6 68 duong Nguyén S§ Sach, Phuong Hung
Phiic, thanh phd Vinh, tinh Nghé An, Viét Nam)

1.1. Co s& san xuét: Cong ty cd phin Dugc - Vit tu y té Nghé An (Dia chi: S6 68 dudng Nguyén S§ Séach, Phuong Hung
Phuc, thanh pho Vinh, tinh Nghé An, Viét Nam)

1 |Gerdogyl Acetyl Spiramycin  |Vién nén bao |Hop 2 vix 10 vién | NSX 36 893115467224 | 1
100.0001U; phim nén (VD-22574-15)
Metronidazol 125mg

2. Co & dang ky: Cong ty Cb phan Dugc Danapha (Pia chi: 253 Diing ST Thanh Khé, phudng Thanh Khé Tay, quén
Thanh Khé, thanh ph6 Da Néng, Viét Nam)

2.1. Co s& san xuéit: Cong ty Cé phin Dugc Danapha (Bia chi: 253 Diing Si Thanh Khé, phudng Thanh Khé T4y, quén
Thanh Khé, thanh phé Da Néng, Viét Nam)

2 |Garnotal 10 Phenobarbital 10mg |Vién nén Hop 10 vix 10 NSX 36 893112467324 | 1
vién; Hop 1 lo x ‘ (VD-31519-19)
100 vién

3. Co s6 dang ky: Cong ty cb phan duwgc Minh Hai (ia chi: 86 322 dudng Ly Vén Lam, phudng 1, thanh phb Ca Mau,
tinh Ca Mau, Viét Nam)

3.1. Co s& san xuit: Cong ty cd phian dugc Minh Hai (Dia chi: S6 322 dudng Ly Van Lam, phudng 1, thanh phé Ca Mau,
tinh Ca Mau, Viét Nam)

3 |Terpin benzoat Natri benzoat 50mg; |Vién nang Hop 20 vi x 10 vién | NSX 36 |893100467424 | 1
Terpin hydrat 100mg |cing (VD-19289-13)

4. Co st diing ky: Cong ty C6 Phin Dugc Nature Vigt Nam (Dia chi: S6 19 Pudng 18, Khu phé 3, Phudng Linh Chiéu,
Thanh phé Thi Pirc, Thanh phd H6 Chi Minh, Viét Nam)

4.1. Co s& san xuét: Cong ty cb phin dugc Nature Viét Nam (Pia chi: $6 19 Dudng 18, Khu phé 3, Phudng Linh Chiéu,
Thanh phd Tha Pic, Thanh ph Hé Chi Minh, Viét Nam)

4 |Mecaflu forte Eucalyptol Vién nang Hop 5 vix 10 vién, | NSX 24 1893100467524 | 1
(Cineolum) 100mg; mém Hop 10 vi x 10 vién (VD-19294-13)
Menthol
(Mentholum) 0,5mg;
Tinh ddu Ging
(Aetheroleum
zingiberis) 0,5mg;
Tinh diu T4n day 14
(Aetheroleum
Plectranthi
amboinici) 0,36mg;
Tinh d&u tram
(Aetheroleum
cajuputi) S0mg

5. Co so dang ky: Cong ty cb phan dwgc phim 2/9 (Dia chi: 299/22 Ly Thudng Kiét, Phudng 15, Quén 11, Thanh phb H6
Chi Minh, Viét Nam)
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STT| Tén thude Hoat chat chinh - | Dang bao ché | Quy cdch déng goi Tiéu Tudi | SO diingky §6
Ham lwgng chuian | tho gia han lan
(thdng)| (So ddng ky gia
da cip) han
(€Y) 2 3 @ ) (6) ) ® (&)
26 |Vitamin A-D Vitamin A 5000 IU; |Vién nang Hop 10 vix 10 NSX 36 893110469724 | 1
Vitamin D3 500IU  |mém vién; Hop 01 chai x (VD-25759-16)
100 vién

18. Co so dang ky: Cong ty cb phan dugc pham Phiic Long (Dia chi: 174/107

Thanh phé Hb Chi Minh, Viét Nam)

18.1. Co sé san xuét: Cong ty cb phé‘in dw

Cét, tinh Binh Duong, Viét Nam)

/14 Nguyén Thién Thuat, Phudng 3, Quén 3,

g'C phém Me Di Sun (Pia chi: 521, khu phé An Loi, phudong Hoa Loi, thi x& Bén

27 |Tazoretin-C

Adapalene 10mg;
Clindamycin (dudi
dang Clindamycin
phosphat) 100mg

Gel boi da

Hop 1 tuyp x 15g;
Hop 1 tuyp x 30g

NSX

36

893110469824
(VD-31827-19)

1

19. Co sé ding ky: Cong ty ¢6 phin dugc pham Phuong Dong (Pia chi: L6 sb

Phudng Tan Tao A, Quén Binh Tén, Thanh phé Hb Chi Minh, Viét Nam)

19.1. Co s& san xudt: Cong ty c6 phin dugc phim Phuong Dong (Dia chi: L

Tao, Phuong Tén Tao A, Quén Binh T4n, Thanh phé Hb Chi Minh, Viét Nam)

07, dudng s6 2, Khu cong nghiép Tén Tao,

6 s6 07, dudng sb 2, Khu cong nghiép Tan

28

PD-Sucralfat 2000

Sucralfat 2000mg

Hbn dich udng

Hop 20 goi x 15g;
Hop 30 goi x 15g

NSX

36

893100469924
(VD-28677-18)

20. Co sé ding ky: Cong ty ¢b phin dugc ph

phé Ddng Héi, Tinh Qu

20.1. Co s& sin xuit: Cong ty cd phéin Dugc Phim Quang Binh (Pia chi:

ang Binh, Viét Nam)

Thanh phé Pdng Héi, Tinh Quang Binh, Viét Nam)

aAm Quang Binh (Pia chi: S4 46, Puong Hiru Nghi, Phuong Béc Ly, Thanh

Sé 46, Pudng Hitu Nghi, Phudng Béc Ly,

29 |Cén sét trung 70% |Ethanol 96% 36,35ml(Dung dich Hop 12 1o x 50ml NSX 24 1893100470024 | 1
dung ngoai (VS-4899-15)
30 |Prednison Prednison Smg Vién nang Lo 200 vién NSX 36 893110470124 | 1
cing (VD-26243-17)
31 |Qbipharine Alverin citrat 40mg |Vién nang Lo 200 vién DDVN | 36 [893110470224 | 1
cing v (VD-22996-15)
71, Co 5o dang ky: Cong ty b phan dugc phim TV.Pharm (Bia chi: S5 27, Nguyén Chi Thanh, Khém 2, Phudng 9,
Thanh phé Tra Vinh, Tinh Tra Vinh, Viét Nam)
21.1. Co sé san xuit: Céng ty ¢b phin dugc phim TV.Pharm (Pia chi: $6 27, Nguyén Chi Thanh, Khém 2, Phudng 9,
Thanh phé Tra Vinh, Tinh Tra Vinh, Vi¢t Nam) :
32 |Prednisolone 5mg [Prednisolon Smg Vién nang Hop 10 vi, 20 vix NSX 36 893110470324 | 1
cing 10 vién; Chai 100 (VD-31994-19)
vién, 200 vién, 300
vién, 400 vién, 500
vién
33 |Terpinzoat Natri benzoat 50mg; |Vién nang Hop 10 vix 10 NSX 36 893100470424 | 1
Terpin hydrat 100mg |cing vién; Chai 100 vién (VD-31997-19)
22. Co sé¢ diang ky: Cong ty ¢b phin dugc pham Trung wong I - Pharbaco (Pia chi: 160 Tén Durc Théng, phuong Hang

B6t, quan Déng Da, thanh phd Ha Ngi, Viét Nam)

22.1. Co s& sén xuit: Cong ty cb phin duoc phim Trung wong I - Pharbaco (Pia chi: Tho

huyén Séc Son, thanh phé Ha Noi, Viét Nam)

n Thach L&i, x4 Thanh Xuan,

34 |Elnizol 750

Metronidazol 750mg

Dung dich
tiém truyén

Hop 1 chai thay
tinh 150ml

NSX

36

893115470524
(VD-26284-17)

1




CONG TY CO PHAN DUQC PHAM CONG HOA XA HOI CHU NGHIA VIET NAM
TV.PHARM Poc Lap — Tu Do- Hanh Phuc
o0o

------- b

sé: 10/CV.TV.PHARM
Tra Vinh, ngdy 26 thang 5 nam 2025

KINH GUT: SO Y TE TINH KIEN GIANG

Cong ty co ph?m duoc phdm TV.PHARM chan thanh cam on sy hop téc va Ung ho ctia cac
co s y té trye thude quy s& trong subt thoi gian qua.

Cin cit Quyét dinh s6 1630/QD-SYT ngay 27 thing 6 nim 2024 clia 8¢ Y té tinh Kién Giang vé
viéc phé duyét két qua lya chon nha thiu cung cip thudc tap trung tinh Kién Giang, giai doan
2023-2025 (dot 3);

Cong ty ¢b phén duge phim TV.PHARM I don vi tring thiu véi tdng s6 28 mit hang,

trong d6 c6 mit hang:

S | Ténhanghéady | Ham | Dang | BVT | Quy SPK S6 | Dbon Thimhj
T thau hrong | bao cich lwgng | gid tién
T ché dong (co

gbi VAT)

Vién Hop 3 vi
nén X 10

”

Cefoodoxim 100mg | 100mg | bao | Vién vién, VD-20865- | 268.000 | 938
> £ g Hop 10 14

phim
vix 10

vién

Nay Céng ty C4 Phin Dugc Phim TV.Pharm giri cong viin ndy dén S6 y té tinh Kién
Giang dé xin dugc thay doi vé sé diing ky sén pham trén theo Gidy phép luu hanh san pham,
k& tir ngay 31/01/2024 do miit hing Cefpodoxim 100mg d dugc chp sb ding ky méi theo
Quyét dinh s6 90/QD-QLD ky ngay 31 thang 01 ndm 2024 v& viéc ban hanh danh muc 608
thudc san xudt trong nudc dugce gia han gidy ding ky luu hanh tai Viét Nam — Dot 192 cia
Cuc quéan 1y dwgc Viét Nam

S6 diang ky ¢t : VD-20865-14

6 ding ky méi : 893110072424




kinh mong S& y té tinh Kién Giang vui 1ong chép

Céng ty ¢b phén duge phim TV Pharm
Quyét dinh s6 90/QD-QLD 4 chimg minh s6

thusn sy diéu chinh trén. Chung t6i xin giri kem
dang ky diéu chinh trén 1a ding.
Mot Iin nita, Ching toi rat mong duge sy giip d ciia S¢ y té tinh Kién Giang. Ching t01

xin chin thanh cam on

Tran trong kinh chao!

__T/M CT CPDP TV.PHARM
‘ ?,/;“.1\0 PHO ?fj)NG GIAM POC
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.\,‘\ Ky béi: Cuc Quan

FER e BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

\/ P\J,_\

—_ 86 90 /QD-QLD

Ngay ky: 31-0

el ”(‘1‘UC QUAN LY DUQC

DPoc 1ap - Tw do - Hanh phic

Ha N¢i, ngay 31 thdng 01 ndm 2024

L ff;j‘ ;?) QUYET DINH
( DUGC PHAM )f‘/ Vé viéc ban hanh Danh muc 608 thudc san xuit trong nuée

7 > \
K‘A //..;:;::'-
N
\"v.\;\ 3 -y"w“’"‘;‘ A

oM

dwgec gia han glay ding ky lwu hanh tai Viét Nam - Dot 192

CUC TRUONG CUC QUAN LY DUQC

Can cik Ludt Dwgc 56 105/2016/QH13 ngay 06/4/2016;
Cdn cik Nghi dinh s6 § 95/2022/ND- -CP ngay 1 5/11/2022 cua Chinh phi quy dinh
chirc nang, nhiém vy, quyen han va co cdu t chikc ciia B6 Y 1é;

Céin cit Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 cia Bo truéng Bo Y 16 quy
dinh chwc ndng, nhiém vy, quyén han va co cau 16 chire ciia Cuc Quan Iy Dugc thudc
Bo Y té;

Céin ctr Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 cia Bf trudng Bo ¥ 1é
quy dinh viée dang ky leu homh thuéc, nguyén li¢u lam thude;

Cdin cit két ludn ciia Hji dong tw vén cdp gidy ding ky lheu hanh thude, nguyén
licu lom thudc - Bo Y té dot 192 phién 1 va phién 2 tai Cong van sé 102/HPTV-VPHD
ngay 11/12/2023 va Cong van s6 103/HDTV-VPHD ngay 12/12/2023 cia Van phong
Hoi dong tw van cap GPKLH thudc, nguyén liéu lam thuéce;

Theo dé nghi ciia Trudng phong Ddng ky thude, Cuc Qudn Iy Duwoc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh myc 608 thubc san xuét trong
nuée duge gia han gidy ding ky luu hanh tai Viét Nam - Dot 192, cu the

1. Danh muc 529 thubc san xuét trong nudc duge gia han gidy diang ky luu
hanh hiéu luc 05 ndm (Phu luc I kém theo).

2. Danh muc 70 thubc san xuét trong nuéc duge gia han gidy dang ky Iuu hanh
hiéu lyc 03 nam (Phu luc Il kém theo).

3. Danh muc 09 thudc san xuét trong nuée duge gia han gidy ddng ky lvu hanh
hiéu luc dén 31/12/2025 (Phy lyc I kém theo).

Piéu 2. Co s6 san Xuét va co s& dang ky thudc c6 trach nhiém:

1. San xuét thudc theo ding cac ho so, tai liéu d4 dang ky v6i BO Y t€ va phai
in s6 ding ky duoc BO Y te Viét Nam cép 1én nhan thudc.

2. Chi dugc san xuét, dwa ra luu hanh cac thubc kiém soét dic biét khi c6 Gidy
chung nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dic biét phu hop véi pham vi hoat ddng cuia co s& dap tng quy dinh tai khoan 5 Piéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phi1 quy dinh chi tiét mot
s6 didu va bién phap thi hanh Luét Dugc.

3. Thuc hién viéc cip nhat tiéu chuin chit luong cua thude theo quy dinh tal
Thong tu sb 11/2018/TT-BYT ngay 04/5/2018 cua Bo truéng Bo Y té quy dinh vé
chét lugng thudc, nguyen liéu lam thube.

4. Thubc dugc gia han gidy dang ky Ivu hanh tai Quyét dinh nay nhung chua
ndp hd so cdp nhat ndi dung nhén thude, t& hudng dan str dung thude theo quy dinh
ctia Thong tir 01/2018/TT-BYT ngay 18/01/2018 ctia By trudng Bo Y té thi phai thuc
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hién cap nhat theo quy dinh tai diém b Khoan 1 Dleu 37 Thong tu 6 01/2018/TT-BYT
trong thoi han 12 thang ké tlr ngdy duoc gia han glay ding ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc dugc gia han
glay déng ky luu hanh theo Quyet dinh ny ¢4 thay d6i vé ndi dung hanh chinh (bao
gom c&4 mAu nhan va t& huéng din sir dung thubc) phai san xuét va luu hanh véi céc
ndi dung da duoc phé duyét thay ddi trong hd so gia han.

6. Co s0 dang ky thubc phai bao ddm duy tri diéu kién hoat dong trong thoi gian
hiéu luc cla gidy déng ky luu hanh thudc, nguyén liéu lam thubc. Trong trudng hop
khong con dap Ung du diéu kién hoat dong, co s& ding ky phai c6 trach nhiém thuc
hién thay ddi co so ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s& dang ky khong con du diéu kién hoat dong.

7. Co s& san xuét thudc pha1 bao dam cac diéu kién hoat dong clia co s& san
xuét trong thoi han hiéu lyc ctia gidy dang ky luu hanh thudc, nguyén liéu lam thude.

8. Cac thuoc dugc gia han gidy dang ky lru hanh tai Quyet dinh nay duogc tlep
tuc sir dung so dang ky d3 cép trudc khi gia han trong thoi han tdi da 12 thang ké tir
ngay dugc cap sb6 ding ky gia han theo quy dinh tai Phy luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phéi hop v6i cic co s& diéu tri @& thuc hién theo dung céc quy dinh hién
hanh vé thubc ké don, theo ddi an toan, hi¢u qua, tac dung kh6ng mong mudn cla
thubc trén nguoi Viét Nam va tong hop, bao cdo theo quy dinh tai Piéu 5 Thong tu s6
08/2022/TT-BYT dbi véi cac thudc trong Phu Iyc II ban hanh kem theo Quyét dinh
nay.

Pidu 3. Quyét dinh ndy cd hi¢u lyc ké tir ngay ky ban hanh.

Piéu 4. Gidm dc S& Y té cac tinh, thanh phé truc thudc Trung wong va Gidm
dbc co s& san xut va co sé ding ky co thudc tai Pidu 1 chiu trich nhiém thi hanh
Quyét dinh nay./.

Noi nhin: nnon. CUC TRUONG
- Nhu biéu 4;

- BT. Dio Héng Lan (d€ b/c);
- TT. P5 Xuéan Tuyén (de b/c);
- Cuc Quény - B6 Quéc phong, Cuc Y té - Bo Cong an; |
- Cuc Y té GTVT - Bo Giao thong vén tai;
- Téng Cuc Hai quan - Bo Tai chinh;
-Bao hxem x4 hoi Viét Nam; R i X "
-Bd Y té: Vu PC, Cuc QLYDCT, Cyc QLKCB, Thanh tra Vit Tuan Cuong
B9, Vin phong HDTV cap GBKLH thudc, NLLT;

- Vién KN thubc TU,, Vién KN thuéc TP. HCM;

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

- Cac Bénh vién, Vién c6 giudng bénh tryc thuéc BO Y té;

- Trung tAm mua s&m tap trung thudc qudc gia;

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

Website;

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




Phu lucl
DANH MUC 529 THUOC SAN XUAT TRONG NU OCPUQC GIA HAN GIAY PANG KY LUU

HANH TAI VIET NAM HIEU LUC 05 NAM - bQT 192

(Kem theo Quyét dinh 56 90

/OD-QLD ngay 31 thang 01 ndm 2024

ciia Cyc Quan ly Duoc)
STT Tén thudc Hoat chit chinh - | Dang bao | Quy cich déng goi Tiéu Tuoi S6 ding ky S6 1in
Ham lugng ché chuin | tho gia han gia han
(thang) | (S8 diing ky
da clp)
() @ (&) “@ . O © ) ® ®

1. Co s& diing ky: Alcapharm B.V (Dia chi: Dorpstraat 101, 2742AN Waddinxveen, the Netherlands)

1.1. Co s& san xuét: Cong ty cb phin Dugc vét tu'y té Hai Duong (Pia chi: S6 102, ph6 Chi Lang, phuong Nguyén Tréi,
TP. Hai Duong, tinh Hai Duong, Viét Nam)

1 [Vitamin C Acid ascorbic Dung dich |Hop 50 ong x 5ml; | DBVN 24 1893110047224 1
500mg/5ml tiém Hop 12 éng x 5ml; v (VD-25862-16)
Hop 6 6ng x 5ml
2. Co st dang ky: Cong ty ¢6 phan Euvipharm (Dia chi: Ap Binh Tién 2, x4 Dirc Hoa Ha, huyén Dtrc Hoa, tinh Long An,
Viét Nam)
2.1. Co s6 san xuit: Cong ty c6 phin Euvipharm (Dia chi: Ap Binh Tién 2, xa Dirc Hdoa Ha, huyén Dic Hoa, tinh Long
An, Viét Nam)

2 |Acefalgan 500 |Acetaminophen Viénnén |Hop 10 vi x 10 vién | DDVN 36 |893100047324 1
500mg \Y% (VD-26134-17)

3 |Arginin M&i 5ml chira: L-  |Dung dich |Hop 2 vi x 10 ong NSX 36 |893110047424 1

Euvipharm Arginin hydroclorid ubng x 5ml (VD-25674-16)
1000mg '

4 |Cefclor Cefaclor (duéi Viénnang |Hop 2 vix 10 vién | USP 43 36 893110047524 1

500 mg dang cefaclor cing (VD-20692-14)
monohydrat) 500mg

5 |Cefjidim 1g Ceftazidim (dudi  |Bot pha Hép 1 1o USP 43 36 1893110047624 1
dang ceftazidim tiém (VD-18943-13)
pentahydrat + natri
carbonat) 1g

6 |Cefjidim 2g Ceftazidim (du6i  |Bo0t pha Hép 1 1o USP 43 36 893110047724 1
dang ceftazidim tiém (VD-18944-13)
pentahydrat + natri
carbonat) 2g

7 |Cifnir 300 mg |Cefdinir 300mg Viénnang |Hop 1vix 10vién [JPXVII| 36 |893110047824 1

cung (VD-20693-14)
8 |Cormiron Amiodaron Viénnén [Hop3vix10vién [JPXVII| 36 |893110047924 1
200 mg hydroclorid 200mg (VD-19861-13)

9 |Emerop 0,58 Meropenem (du¢i  |Bot pha Hop 1lo USP 40 36 |893110048024 1
dang meropenem  |tiém (VD-19339-13)
trihydrat) 0,5g

10 |Emerop 1g Meropenem (du6i  |Bot pha Hop 1 lo USP 38 36 893110048124 1
dang meropenem  |ti€ém (VD-19340-13)
trihydrat) 1g

11 |Enatril 5 mg Imidapril Viénnén |Hop 10 vix 10 vién | JP XVII[ 24 |8931 10048224 1
hydroclorid Smg (VD-19865-13)
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STT | Ténthubc | Hoat chit chinh - | Dang bao |Quy cich déng géi| Tiéu Tudi | S6dingky [S6lan
Ham luong ché chuén tho gia han gia han
(thang) [ (S6 ding ky
da chp)
0] ) 3) @ Q)] (6) (7 ® ®

43. Co so dang ky: Cong ty ¢b phin dugc phim TV.Pharm (Bia chi: S6 27, Nguyén Chi Thanh, Khém 2, Phuong 9,
Thanh phd Tra Vinh, Tinh Tra Vinh, Viét Nam)
43.1. Co s6 san xuit: Cong ty cb phin dugc phdm TV.Pharm (Dja chi: S6 27, Nguyén Chi Thanh, Khém 2, Phutmg 9,
Thanh phé Tra Vinh, Tinh Tra Vinh, Viét Nam, Viét Nam)

253 |Cefpodoxim Cefpodoxime (du6i |Vién nén  |[Hop 03 vix'10 NSX 36 | 893110072424 1
100mg dang cefpodoxime |bao phim  |vién; Hop 10 vi x (VD-20865-14)
proxetil) 100mg 10 vién
254 |Flunarizine 5mg [Flunarizine (du6i  |Viénnang |[Hop 03 vix 10 NSX 36 |893110072524 1
dang flunarizine cing vién; Hop 10 vi x (VD-23073-15)
dihydrochloride) 10 vién
Smg
255 |Ingair Smg Montelukast (du6i |[Viénnén [Hop 3 vix 10 vién, | NSX 24 1893110072624 1
dang montelukast  |nhai hop 10 vi x 10 vién (VD-20868-14)
sodium 5,2mg) Smg
256 |Methylsolon 16 [Methylprednisolon [Viénnén [HOp 2 vix 10 vién; NSX 36 893110072724 1
16mg - |Chai 50 vién (VD-22238-15)
257 |Orenko Cefixim (dudi dang |Vién nang |Hop 2 vi NSX 36 893110072824 1
cefixim trihydrat) |cung x 10 vién; Chai 30 (VD-23074-15)
200 mg vién
258 |Pantracet Paracetamol 325 Viénnén |HOp 05 vix 10 NSX 24 |893111072924 1
mg, Tramadol bao phim  |vién; Hop 10 vi x (VD-20870-14)
hydroclorid 37,5mg 10 vién, Chai
100 vién
259 |Tracardis 40mg |Telmisartan 40mg |Viénnén |Hop 3 vix 10vién; | NSX 36" |893110073024 1
Hoép 10 vix 10 (VD-20482-14)
vién; Hop 4 vix 7
vién
260 |Tracardis 80mg |Telmisartan 80mg |Viénnén |Hop 3 vix 10 vién; | NSX 36 |893110073124 1
Hop 10 vix 10 (VD-20874-14)
vién; Hop 4 vix 7
vién
261 |Travimuc Acetylcystein Thubc bt [Hop 10 géi NSX 24 1893100073224 1
200mg pha hdn (VD-30580-18)
dich uéng
262 |Vartel 20mg Trimetazidin.2HCl |Viénnén |HOp 2 vix 30 vién, | NSX 36 893110073324 1
20mg bao phim  |nhém —nh6ém: Hop (VD-25935-16)
3 vix 10 vién

44, Co s& dang ky: Cong ty cé phan Dugc phdm TW 25 (Dja chi: 448B Nguyén Tat Thanh, phudng 18, quén 4, TP. Ho

Chi Minh, Viét Nam)

44.1. Co's& sin xuét: Cong ty c phin Dugc phdm TW 25 (Dia chi: 448B Nguyén Tét Thanh, phudng 18, quén 4, TP. Ho

Chi Minh, Viét Nam)

263 |Atorvastatin Atorvastatin (du6i |Viénnén |Hop 10 vix 10 vién [ NSX 24 1893110073424 1
20 mg dang Atorvastatin  |bao phim (VD-28136-17)
calci) 20mg
264 |Cezirnate Cefuroxim (dudi Viénnén |Hop 2 vi x 5 vién; NSX 24 893110073524 1
500mg dang cefuroxim bao phim  |Hop 2 vi x 10 vién; (VD-23087-15)
axetil) 500mg Hop 5 vi x 10 vién;
Hop 10 vi x 10 vién
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CONG TY CO PHAN CONG HOA XA HQI CHU NGHIA VIET NAM
GOLD STAR PHARM Poc lap — Tw do — Hanh phic
Sé: 71/2025/CV- GST-DT
smrmmemmmII TP. Hé Chi Minh, ngay 14 thang 05 nam 2025
“ Vv: Xin thay doi so dang ky
va méu nhén san pham
BOURABIA-8”

Kinh giti: SOY TE TINH KIEN GIANG
(Sau ddy goi la “Bén moi thau”)

CONG TY CO PHAN GOLD STAR PHARM (sau ddy goi la “Nha thdu”) c6 tham du
va tring thau géi thiu: G6i s6 2: Goi thiu thudc generic thong thuwdng san phim BOURABIA-8
theo Quyét dinh tring thiu s6: 1630/QD-SYT, ngay 27/06/2024 cia S Y té tinh Kién Giang.

Nay, Nha thAu lam cdng van nady xin thay dbi thong tin s6 diang ky cua san pham
BOURABIA-8 cu thé nhu sau:

Pon . P So diang ky £ o2 .
Stt Tén thuoc Quy cach vi Nha’ - xuat; da tring S.O (ing kgl.
, Nuwdc san xuat A xin thay doi
tinh thau
A : Cong ty co phan
1 Bl HOp 6 vix | yrier | duge pham Pat Vi | VD-32809-19 | 893110434624
(Thiocolchicosid 8mg) 10 vién A
Phu — Viét Nam

Bing vin ban nay, ching t6i xin thong bao vé viée djéu ,chinh va cung ung san pham
BQURABIA-S theo s0 ding ky méi 5}93110434624. Viée thay d6i SO dang ky nay khong anh hudng
dén cac thong tin khac ciing nhu chat luong san pham (dinh kem tai liéu Gidy phép luu hanh san
phdm theo s0 dang ky cii, Quyét dinh gia han gidy dang ky luu hanh voi s6 dang ky maoi va Thong
béo thay doi s6 ding ky va mau nhan ciia nha san xudt dé Quy S¢ Y té doi chiéu).

Ngay ap dung: 14/05/2025

Nh thdu xin dinh kém cdc tai liéu saw:

1. Giy phép luu hanh san phdm

2. Quyét dinh 401/QD-QLD, ngy 18/06/2024 v& viéc gia han gidy dang ky luu hanh

3. Thong béo sé 004/DVP-TB-25, ngdy 11/02/2025 vé viéc thay dbi sb dang ky va mau

nhin cta nha san xuat

Kinh mong Bén moi thau xem xét va chép thusn cho Nha thu duoc tiép tuc cung cép san phém
theo thong tin thay dbi trén.
Tran trong cam on!




BOY TR CONG HOA XA HQI CHU NGHIA VIET NAM
MINISTEY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM

CycC QUAN LY bUQC Poc lap - Ty do - Hanh phic
. DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happy

: 138A Giang V6 - Ha Ngi - VIgt Nam
Tel 84 24, 37366483[38464413 Fax: 84.24.38234758

GIAY PHEP LUU HANH S

MARKETING AUTHORIZ2 ./_

. Tén thubc
- Name ofDrug
: Thanh phan chinh, ham lu’qng
 -Active Ingredients, Strength: . P -
Qui cach déng gg_l,_béo.ché 375 Hép 6 vi x 10 vién, Vg
" Packing Size, Daosage form: i S .
Tiéu chuan chat Iwang R v e
Quality Specification: ..~ . iy Bl s
“ Handing: - 38 thang
L Shelf- lifgr i U e B
. 86 gidy phep qu hanh s san phém (SDK) l VD-32809-19 J
© Marketing Authorization Number .
- Séquydtdinh, B-QLD. - ~ Ngay cép: 01/08/2019
. Approval Decision Number o e ia ' o * Date of Issuance:

“Higu Jwe cla gidy phep lwu hénh san phém c6 gia trj 05 nam ké tlr ngay cap
Exp/ranon Date of this Ma/ketmg Authorizallon

. Téncosd.dang ky. - Sioin . Céngty Co phén Dwoc phém Pat Vi Phi
: -Nam } of ;Marketmg Authonzailon Holde - '

L(“) M7A, Dudng D17, KCN My Phudc 1, phwdng Thoi
“Hoa, thj x4 Bén Cét, tinh Binh Durong - Viét Nam
Gdng ty C4 phan Dwgc pham Dat Vi Phu

L6 M7A, Budmg D17, KCN My Phude 1, phureng Thoi
Hoa, thi x& Bén Cat, tinh Binh Dwong - Vigt Nam

Ha No/ ngay 01 thang 08 nam 2019,
KT. CUC TRUONG CUGC QUAN LY DUQ'C
FOR GENERAL- DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM
PHO CUC TRUONG
DEPUTY GENERAL-DIRECTOR

_Ghi chii: (ote)
4- Gify phép lwu hanh san pham nay dugc cip theo ding hd so
déng ky thuée da duge BS Y t& phé duyét.
This markeling authorization has been issued in accordance with the dassi
approved by the Vietnam Ministry of Health. :
2- BAt clv sw thay ddi ndo vé ndi dung clia glay phép phai duod”,
Cuc Quan Ly Dugc - Bo Y t& xac nhan.

Any variations of the contents of the marketing authorizalion are required to be
adopled by the Drug Administration of Vietnam.




Ky boi: Cuc Quan
ly Duge
Co Quan: BoYté

e BOY TE CONG HOA XA HQI CHUNGHIA VIET NAM
cuc QUAN LY DUQC Pic lap - Tw do - Hanh phic
sé: 401 /QDP-QLD Ha Ngi, ngay 18 thang 06 ndm 2024
QUYET bINH

Vé viéc ban hanh Danh muc 512 thudc san xuit trong nuéce
dwoc gia han glay diang ky luu hanh tai Vlet Nam - Dot 200

CUC TRUGNG CUC QUAN LY DUQC

Can cwr Ludt Duoc SO 105/2016/QH13 ngay 06/4/20] 6,
Can cir Nghi dinh so 95/2022/ND-CP ngay 1 5/11/2022 cua Chinh phii quy dinh
chikc nding, nhiém vu, quyen han va co cdu t6 chirc ctia B6 Y té;

Can cir Quyét dinh s6 1 969/0D- BYT ngay 26/4/2023 cia Bo trucéng Bo Y té quy
dinh chirc ndng, nhiém vu, quyén han va co cdu 16 chirc ciia Cuc Quan Iy Duoc thudc
B3 Y té;

Cin cir Théng tu s6 08/2022/TT-BYT ngay 05/09/2022 cua Bo truéng B Y té
quy dinh viéc dang ky luu hénh thudc, nguyen ligu lam thuéc;

Cén cit két ludn cua Hoi dong tu van cap gidy dang ky heu hanh thudc, nguyén
liéu lom thuéc - B4 Y té dot 200 tqi Céng vin s6 43/HDTV-VPHD ngay 15/5/2024 cua
Van phong Hoi dong tw vin cdp GPKLH thudc, nguyén liéu lam thuoc;

Theo dé nghi ciia Trudng phong Ding ky thuée, Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 512 thubc san xut trong
nuéc dugc gia han gidy dang ky luu hanh tai Viét Nam - Dot 200, cu the

1. Danh muc 418 thudc san xuét trong nudc dugc gia han gidy ding ky luu
hanh hi¢u lyc 05 ndm (Phu lyc I kem theo).

2. Danh muc 89 thudc san xuét trong nuéc dugc gia han glay dang ky luu hanh
hiéu lyc 03 ndm (Phu luc II kém theo).

3. Danh muyc 05 thudc sén xuat trong nuéc duge gia han gidy ding ky luu hanh
hiéu luc dén 31/12/2025 (Phy Iyc I kém theo).

Pitu 2. Co so san Xult va co s dang ky thudc c6 trach nhiém:

1. San xuét thubc theo ding cac ho so, tai liéu da dang ky v6i BO Y té va phai
in s6 dang ky dugc BO Y te Viét Nam cip 1én nhan thudc.

2. Chi dugc san xuét, dua ra luu hanh cac thudc kiém soat dac biét khi c6 Gidy
chimg nhan du didu kién kinh doanh dwgc pham vi kinh doanh thubc phai kiém soat
dac biét phu hop v6i pham vi hoat dong cua co s dap ung quy dinh tai khoan 5 Diédu
143 Nghi dinh s0 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Luét Duoc.

3. Thyc hién viéc cap nhat tiéu chuén chit lugng coa thubc theo quy dinh tai
Thong tu sb 11/2018/TT-BYT ngay 04/5/2018 cta Bo truéng BO Y té quy dinh vé
chat lugng thudc, nguyén liéu lam thudc.

4. Thube duoc gia han gidy dang ky hru hanh tai Quyét dinh nay nhung chua
nop hd so cip nhat ndi dung nhén thudc, to huéng din sir dung thudc theo quy dinh
ctia Thong tw 01/2018/TT-BYT ngay 18/01/2018 ctia B) truong BO Y té thi phai thuc

 ~
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hién cap nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay dugc gia han gidy ding ky luu hanh.

5. Sau 12 thang ké tir ngy ky ban hanh Quyét dinh nay, cac thuoc dugc gia han
gidy dang ky luu hanh theo Quyét dinh nay c6 thay d6i v& ni dung hanh chinh phai
SAn xuAt va Iru hanh véi cac ndi dung da duoc phé duyét thay déi trong ho so gia han.

6. Co s& dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc cua gidy ding ky luu hanh thudc, nguyén liéu lam thudc. Trong trudng hop
khong con dap tmg du didu kién hoat dong, co s& dang ky phai c6 trach nhiém thuc
hién thay déi co s& dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s& dang ky khong con du diéu kién hoat dong.

7. Co s& san xuét thudc phai bao dam céc diéu kién hoat dong ciia co s& san
xuét trong thdi han hiéu lyc cua gidy dang ky luu hanh thudc, nguyén lidu lam thudc.

8. Céc thudc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay dugc tiép
tuc sit dung sb ding ky da cap trudce khi gia han trong thoi han t6i da 12 thang ké tir
ngay dugc cép s6 ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu sb 08/2022/TT-BYT.

9. Phéi hop véi cac co s& diéu tri dé thyc hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo dbi an toan, higu qua, tac dung khong mong mubn coa
thudc trén nguoi Viét Nam va tdng hop, béo céo theo.quy dinh tai Diéu 5 Théng tur 86
08/2022/TT-BYT dbi véi cic thudc trong Phy luc II ban hanh kém theo Quyét dinh
nay. O i
Pidu 3. Quyét dinh nay c6 hidu luc k& tir ngay ky ban hanh.

Pidu 4. Giam doc So Y té céc tinh, thanh phd trize thude Trung wong va Gidm
dbc co s& san xuit va co so dang ky ¢6 thubc tai DPiéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin:

- Nhu Diéu 4;

- BT. Pao Hdng Lan (d b/c);

- TT. D4 Xuén Tuyén (dé b/c);

- Cuc Quz‘gn y-Bo Quéc phong, Cuc Y té - Bo Cong an;
- Cuc Y t&€ GTVT - Bj Giao thong van tai;

- Tbng Cuc Hai quan - B Tai chinh;

- Bao hiém x4 hdi Viét Nam; L X \
_BS Y t&: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cuwong
B§, Vin phong HDTV cip GPKLH thude, NLLT;

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

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

- Céc Bénh vién, Vién c¢6 giudng bénh tryc thuéc B6 Y té;

- Trung tAm mua sim tap trung thube qubc gia;

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

Website;

- Luu: VT, BKT (C.H) (02b).
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(Kem theo Quyét dinh s6 401

Phu luc I
DANH MUC 418 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - BOT 200

/OD-QLD ngay 18

ctia Cuc Qudan ly Duoc)

thang 06 nam 2024

STT Tén thude Hoat chat chinh - | Dang bao ché | Quy cach déng gbi| Tiéu Tubi S6 dangky | Sb
Ham lwong chuén | tho gia han lin
(thang)| (SO dingky | gia
da cép) han
0] @ 3) “) &) (6) (M ®) ®

1. Co sé diang ky: Cong ty ¢b phén Duge - Vat tury t&
Phiic, thanh phd Vinh, tinh Nghé An, Viét Nam)

7

Nghé An (Pia chi: S6 68 dudng Nguyén S§ Sach, Phuong Hung

1.1. Co s& san xudt: Cong ty cb phin Dugec - Vit tu y t€ Nghé An (Dia chi: Sé 68 dudng Nguyén S§ Sach, Phudng Hung

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

1 |CinatamDNA Cinarizin 25mg; Vién nang Hop 6 vix 10 vién; | NSX 36 |893110425424 1
Piracetam 400mg cung Hop 10 vi x 10 vién |: (VD-26359-17)
2 |Piracetam - DNA |Piracetam 400mg Vién nang Hop 5 vi x 10 vién; |DDVN 36 /893110425524 | 1
cling Hop 10vix 10vién | V- (VD-26362-17)
3 |Tetracyclin Tetracyclin Vién nén Lo 450 vién, Lo . DDVN 24 893110425624 1
250mg hydroclorid 250mg 400 vién, Lo 200 VvV (VD-20928-14)
vién, Lo 100 vién

2. Co sb dang ky: Cong ty cb phin dwgc Apimed (Pia chi: 263/9 Ly Thuong Kiét, Phuong 15, Quan 11, Thanh phd H6 Chi

Minh, Viét Nam)

2.1. Co sé san xuét: Cong ty ¢b phin dwge Apimed (Dia chi: Duong N1, cum cong nghiép Phii Thanh — Vinh Thanh, xa
Vinh Thanh, huyén Nhon Trach, tinh DPong Nai, Viét Nam)

4 |Misopato 5 Bisoprolol fumarat  |Viénnénbao [Hop 3 vix 10 vién |USP 38| 24 893110425724 | 1
Smg phim (VD-31034-18)

5 |Nooapi 400 Piracetam 400mg Vién nén bao |[Hop 10 vix 10 vién [ NSX 24 1893110425824 1
phim (VD-31036-18)

6 |Nooapi 800 Piracetam 800mg Vién nén bao |Hop 10 vix 10 vién [ NSX 24 1893110425924 1
phim (VD-30220-18)

7 |Sucrapi Sucralfat 1000mg H&n dich udng [Hop 20 gbi x Sml; NSX 24 1893100426024 | 1
Hop 50 goi x Sml (VD-30914-18)

3. Co sé diing ky: Cong ty ¢b phin dwgc Danapha (Pia chi: 253 Diing ST Thanh Khé, phuong Thanh Khé Tay, quan Thanh
Khé, thanh phb Pa Néng, Viét Nam)
3.1. Co s& san xuit: Cong ty ¢b phin dwge Danapha (Dia chi: 253 Diing ST Thanh Khé, phutng Thanh Khé Tay, quin
Thanh Khé, thanh phd Da Nang, Viét Nam)

8 |Disidana Nefopam Dung dich Hop 10 bng x 2ml NSX 36 |893110426124 | 1
hydroclorid tiém (VD-31518-19)
20mg/2ml

9 |Furosol Furosemid 20mg/2ml |Dung dich Hop 10 éng x 2ml NSX 24 893110426224 | 1

tiém (VD-24683-16)
10 |Garnotal Phenobarbital 100mg |Vién nén Hop 10 vix 10 vién | NSX 36 1893112426324 1
(VD-24084-16)
11 |Haloperidol 2 mg |Haloperidol 2mg Vién nén Hop 1 1o x 200 vién | NSX 36 |893110426424 1
(VD-18188-13) | -
12 |Meloxicam 15mg |Meloxicam 15mg Vién nén Hop3vix 10vién | NSX 36 893110426524 | 1
(VD-31520-19)
13 [Neuropyl 400 Piracetam 400mg Vién nang Hop Svix 10 vién | NSX 36 893110426624 1
cing (VD-25094-16)

CoD L ya ?
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STT Tén thudc Hoat chit chinh - | Dang bao ché | Quy cach dong gobi| Tiéu Tubi S6 ding ky Sb
Ham lugng chuén | tho gia han lin
(thang)| (SO dangky | gia
da cép) han
) 2) &) “@ &) (6) Q) ® ®
85 |m-Rednison 16  |Methylprednisolon |Vién nén Hop 3 vix 10 vién, | NSX 36 |893110433824 | 1
16mg Hoép 10 vix 10 (VD-24149-16)
vién; Chai 50 vién;
Chai 100 vién
86 |m-Rednison 4 Methylprednisolon  |Vién nén Hop 3 vix 10 vién, | NSX 36 1893110433924 1
4mg Ho6p 10 vix 10 (VD-24150-16)
vién; Chai 100
vién; Chai 200 vién
87 |Ofloxacin 200mg [Ofloxacin 200mg Vién nén bao |Hop 2 vix 10 vién; | NSX 36 893115434024 | 1
phim Hop 10 vi x 10 vién (VD-30331-18)
88 |Valsartan 160 Valsartan 160mg Vién nén bao |Hop 2 vix 10 vién; | NSX 36 1893110434124 1
phim Hop 3 vi x 10 vién; (VD-29714-18)
Hop 2 vi x 14 vién

20. Co s& diang ky: Cong ty ¢b phén dwgc pha

Trinh, Quan 1, Thanh phd H6 Chi Minh, Viét Nam)

20.1. Co s& san xuat: Cong ty cd phéan dwge phim dwge ligu Pharmedic (Dia chi: 1/67 Nguyén Vin Qua, Phuong Dong
Hung Thuan, Quén 12, Thanh phé HS Chi Minh, Viét Nam)

im dwgc liéu Pharmedic (Dia chi: 367 Nguyén Trai, Phuong Nguyén Cu

89 |Natri clorid 0,9% |Natri clorid Dung dich Hop 1 lo x 10ml NSX 30 [893100434224 1
90mg/10ml nh6 mili (VD-23525-15)

90 [Neo-Gynotab Metronidazol Viénnén dat |Hop 1 vix 10vién | NSX 30 1893115434324 1
500mg; Neomycin  |phu khoa (VD-28929-18)
sulfat 650001U;

Nystatin 1000001U

91 |Ozolin Xylometazolin Dung dich Hop 1 1o x 8ml NSX 30 | 893100434424 1

hydroclorid 4mg/8ml thubc nhé mili (VD-29733-18)

21. Co sé diang ky: Cong ty ¢b phén dwgc pham Dat Vi Phi (Davipharm) (Dia chi: L6 M7A , Puong D17, Khu Céng
Nghiép My Phudce 1, Phuong Théi Hoa, Thi Xa Bén Cét, Tinh Binh Duong, Viét Nam)
21.1. Co s sén xuit: Cong ty ¢b phin dwge phiim Pat Vi Phi (Davipharm) (Dia chi: Ld M7A , Pudng D17, Khu Cong
Nghiép M§ Phuée 1, Phuong Théi Hoa, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam)

92 |Bourabia-4 Thiocolchicosid 4mg |Vién nén Hop 6 vix 10 vién | NSX 36 |893110434524 1
(VD-32808-19)

93 |Bourabia-8 Thiocolchicosid 8mg |Vién nén Hop 6 vix 10 vién | NSX 36 1893110434624 | 1
(VD-32809-19)

94 |Esseil-10 Cilnidipin 10mg Viénnén bao [Hop 10 vix 10 vién | NSX 36 893110434724 | 1
phim (VD-28904-18)

95 |Esseil-5 Cilnidipin Smg Vién nén bao [Hop 10 vix 10 vién | NSX 36 |893110434824 1
phim (VD-28905-18)

96 |Eurolux-1 Repaglinid 1mg Vién nén Hop 6 vi x 10 vién NSX 36 1893110434924 1
(VD-28906-18)

97 |Eurolux-2 Repaglinid 2mg Vién nén Hop 6 vix 10 vién | NSX 36 1893110435024 1
(VD-29717-18)

98 |Givet-4 Montelukast (duéi | Thudc cdm Hop 20 géix 1g NSX 36 [893110435124 | 1
dang Montelukast ~ |udng (VD-28908-18)

natri) 4mg
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DAVIPHARM

S6/No: 004/DVP-TB-25 Binh Duong, ngay 11 thang 02 nam 2025

Binh Duong, February 11 4 2025

THU THONG BAO/ NOTIFICATION LETTER

Kinh gtvi: Quy Khdich Hang

Dear: Customers

Cong Ty cb phin Duge phim Dat Vi Phi (DAVIPHARM) xin giri 10i cam on chan thanh dén Quy

khéch hang da st dung sdn pham cia cong ty chiing t6i trong thoi gian qua.

Dat Vi Phu Pharmacewtical Joint Stock Company (DAVIPHARM) would like to sincerely thank

customers for using our company’s products in the past fime.

Coéng Ty xin gui dén Quy khach hang théng tin vé san pham Vién nén BOURABIA-8 sb dang
ky VD-32809-19 chira hoat chét chinh 14 Thiocolchicosid 8 mg duge Cuc Quan Ly Duoge cép
ngay 01/08/2019 s€ thay d6i miu nhiin thudc theo Cong vin s6 13687e/QLD-DK ngay
17/06/2024, va thay dbi sb dang ky theo Quyét dinh sb 401/QD-QLD ngay 18/06/2024.

The company would like 10 send informaiion (o custoners about BOURABIA-8 tablet product,
visa number VD-32809-19, containing the main active ingredient, Thiocolchicoside 8 mg issued
by the Drug Administration on August 017, 2019 will change the rebranding of the drag labels

according to official dispatch 13687¢/QLD-DK on June 17 2024, and will change Visa number

according to Decision 401/0D-QLD on June 1 &% 2024,

1. Sé dang ky/ Visa No.:

S6 ding ky cit/ Old Visa No. S6 dang ky méi/ New Visa No.

VD-32809-19 893110434624

Dat Vi Fhu Phermaceutical ISC/ Cong Ty o8 phiin dugs pha

ADAMED

www davipharminfo  erail davipharm@daviphann.info




DAVIPHARM

2. Hop, Vi/ folding box. blister

Hjp et/ Old folding box

Hop méi/ New folding box
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Bit dau ap dyng cho cac 16 ¢6 ngay sdn xuat tir ngay 13/01/2025/ Starting to apply to batches with
manmfacturing date from January 13%, 2025.

Cong ty xin cam két cac noi dung khac cia mau nhéan khong thay ddi./ The company would like to
commit that the other contents of drug labels are not changed.

Xin chan thanh cam on va trén trong kinh chao.

Thank vou very much and respectfully.

Dal Vi Phi Phanmaceutical 187 Cong Ty o8

¥4

ADAMED
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CONG HOA XA HQI CHU NGHIA VIET NAM

CONG TY CO PHAN GONSA
Péc lap — Tw do — Hanh phic

Sé: 510/2025/CV-GSD-DT

“V/v: Xin thay doi S0 déing ky TP HE Chi Minh, ngay 23 thang 05 ndm 2025
san pham AYITE”

Kinh givi: SO Y TE TINH KIEN GIANG
(sau ddy goi la “Bén moi thau”)

CONG TY CO PHAN GONSA (sau ddy goi la “Nha thau”) c6 tham dy va tring thau goi

7

thiu: G6i s6 2: G6i thiu thudc generic thong thuwdng san phim AYITE theo Quy¢t dinh trang thau
sé: 1630/QP-SYT ngdy 27/06/2024 clia S& Y Té Tinh Kién Giang.

r

Nay Céng ty lam cong van nay xin thay dbi thong tin SO dang ky cia san phim AYITE cu thé

nhu sau:
Pon | oz 4. . £ . .. | Ténnhasin
Stt Tén thudc Q,uy vi So d'ang k);’ aa | 5o fiang key er xuit — Nwéc
cach " trung thau xin thay doi . A
tinh san xuat

Cong ty co

AYITE Hop/6 vi phan dugce
1 (Rebamipid x 10 Vién | VD-20520-14 893110313224 pham Dat Vi

100mg) vién Phu - Viét

Nam

Béng vin ban nay, chung t6i xin thong bao yé viéc diéu chinh va cung tng san pham AYITE theo s6
dang ky moi 893110313224. Vige thay dbi S6 dang ky nay khong anh hudng dén cac thong tin khéc cling
nhu chat lvgng san pham .
Ngay ap dung: 23/05/2025
Nha théu xin dinh kém cdc tai liéu sau:
1.  Gidy phép luu hanh san phadm
2. Quyét dinh 331/QD-QLD ngay 27/05/2024 vé viéc gia han gidy dang ky luu hanh
Kinh mong Bén moi thiu xem xét va chap thudn cho Nha thiu duoc tiép tuc cung cép san pham
theo thong tin thay d6i trén.
Trdn trong cam on!

PAI DIEN HQP PHAP CUA NHA THAU

LE VI HIEN




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

MlNISTRY OF HhALTH
CUC QUAN LY DUGQC
DRUG ADMINISTRATION OF VIETVAM

138A Giang V0 - Ha Noi - Viet Nam
- Tel: 84.4. 37366483[38464413 Fax: 84.438234758

SOCIALIST REPUBLIC OF VIETNAM
Péc lap - T do - Hanh phuc

Indupcndence Freedom - Happiness

MARKETING AUTHORIZATIC
Tén thudc :  Ayite
Name of Drug: ,
Thanh phan chinh, ham lweng Rebamtpld 100mg
Active Ingredients, Strength: : i
Qui cach déng goi, bao che# - H()p 6 vix 10 wen Vlen nén bao phim
Packing Size, Dosage fqrfﬂi S
Tiéu chuln chét lwvong - TCCS
Quality Specification: Batin N
Handung : ‘ 36 théng
Shelf-life: = : : : e %
S6 gidy phép luu hanh sén phém (SDK) VD-20520-14
Marketing Authorization Number: : : i :
S6 quyét dinh e Gt 134IQB QLD  Ngay cép: 04/3/2014
Approval Decision Number: - : ‘Date of Issuance:

Hiéu luc cla gidy phép luu hanh san phém c glé trj 05 ném ké tir ngay cap

Exp:rat:on Date of this Marketrng Authonzatlon

- Ténco s&dang ky SRl Cong ty TNHH du'qc phém Bat Vl Pha
i Name of Marketrng Authorization Holder ;

Diachi ‘ 1 Ld M7ACN, Du'b'ng D17 KCN My Phu*éc tlnh Bmh
Address: o G\t «f, “, Dwo'ng - Vigt Nam
Téncosdsanxudt sl Céng ty TNHH du’qc phém Bat Vl Phu
Name of Manufacturer: .~
Pija chi B S S M7A~CN Dwtyng D17 KCN My Phu’o'c tlnh Binh
Address: : Fr r’.,‘i“Du’o'ng Vet Nam :
Tén co s¢ dong goi. : :
Name of Assembler
Bja chi
Address.

Ghi chii: (ote)

Hé Nél éy 04 thang 3 nam 2014.

' CUC TRIPONG CUC QUAN LY DUQC ;
GENERAL DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM 7 i

1- Gidy phép ltu hanh san phém nay diroc cap theo ding h@'

dang ky thudc da duoc B3 Y té phé duyét

- This marksting authorization has been issued in accordance with the dossi

approved by the Vietnam Mlnlstry of Health

2. BAt ¢t sir thay doi ndo vé ndi dung ctia gléy phép phai duoc

Cuc Quan Iy dirgc - B Y té xac nhan.

Any variations of the contents of the markeling authorization are required to be

adopted by the Drug Administration of Vietnam

- TRUONG QuOC CUONG
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b iEnr BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
"% CUC QUAN LY DUGQC Doc 1ap - Tw do - Hanh phic
sé: 331 /QD-QLD Ha Noi, ngay 27 thang 05 ndm 2024
QUYKET DINH

V&é viéc ban hanh Danh muc 401 thubc san xuét trong nuéec
dwoc gia han gidy ding ky luru hanh tai Vit Nam - Pot 197

CUC TRUGNG CUC QUAN LY DUQC

Cén cik Lugt Duoc s6 105/2016/QH13 ngdy 06/4/2016;
Can cir Nghi dinh sé 95/2022/NP-CP ngay 15/11/2022 cua Chinh phii quy dinh
chirc ndng, nhiém vy, quyén han va co céu té chikc ciia BY Y té; )

Ciin cir Quyét dinh s6 1969/0P-BYT ngay 26/4/2023 ciia BO truéng Bo Y té quy
dinh chirc nang, nhiém v, quyén han va co céu 16 chire ciia Cuc Quan Iy Duwoc thudc
Bo Yté; )

Can ci Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 cia B¢ trudéng Bo Y té
quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc; ]

Céin cir két ludn cia Hpi dong tu van cap gidy ding ky e hanh thuéc, nguyén
liéu lam thudc - B4 Y té dot 197 tai Cong van sé 33/HPTV-VPHP ngay 11/4/2024 cia
Vin phong Hoi dong tw vin cap GPKLH thuéce, nguyén liéu lam thuéc;

Theo dé nghi ctia Truéng phong Dang ky thube, Cuc Quan ly Dugc.

QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay danh muc 402 thuég san xuét trong
nudce duoc gia han giéy dang ky luu hanh tai Viét Nam - Dot 197, cu the:

1. Danh muc 256 thudc sin xuét trong nuée duge gia han gidy ding ky luu
hanh hiéu luc 05 nim (Phy luc I kém theo).

2. Danh muc 140 thubc san xuit trong nuéc duge gia han giéy dang ky luu
hanh hiéu luc 03 nam (Phy luc II kém theo).

3. Danh muc 05 thubc san xuét trong nuéc duge gia han gidy ding ky luu hanh
hiéu luc dén 31/12/2025 (Phu luc III kém theo).

Pidu 2. Co s& san xuit va co s¢ ding ky thude c6 trach nhiém:

1. San xuét thube theo ding céc hd so, tai liéu da ding ky v6i BO Y t& va phai
in s6 dang ky dugc BO Y t& Viét Nam cép 1én nhin thude.

2. Chi duoc san xuét, dua ra luu hanh cac thudc kiém soat dac biét khi c6 Gidy
chimng nhan dit diéu kién kinh doanh dugc pham vi kinh doanh thubc phai kiém soat
dic biét phit hop v6i pham vi hoat dong cua co s& dap ung quy dinh tai khoan 5 Diéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 clia Chinh phui quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Luit Duoc.

3. Thyuc hién viéc cép nhat tiéu chudn chit lugng cla thudc theo quy dinh tai
Théng tr s 11/2018/TT-BYT ngay 04/5/2018 cua By trudng BO Y t& quy dinh vé
chét lugng thudc, nguyén lidu 1am thudc.

4, Thubc duogc gia han gidy ding ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cap nhat ndi dung nhin thudc, t& huéng din str dung thudc theo quy dinh
ctia Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong B0 Y té thi phai thyc

maot SN2\
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hién cap nhét theo quy dinh tai diém b Khodn 1 Diéu 37 Théng t s6 01/2018/TT-BYT
trong thoi han 12 thang ke tir ngay dugc gia han giay dang ky luu hanh.

5. Sau 12 thang ké tir ngdy ky ban hanh Quyét dinh nay, cac thude dugc gia han

gidy ding ky luu hanh theo Quyét dinh ndy c6 thay doi vé ndi dung hanh chinh phai
san xuAt va hru hanh véi cc ndi dung da dugc phé duyét thay dbi trong hd so gia han.

6. Co s& dang ky thube phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu luc cua gidy ding ky luu hanh thudc, nguyén liéu 1am thuée. Trong truong hop
khong con dap tmg du didu kién hoat dong, co so ding ky phéi c6 trach nhiém thuc
hién thay d8i co s& dang k¥ theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay k& tir ngdy co s& dang ky khong con du diéu kién hoat dong.

7. Co s& san xuit thudc phai bao dam céc didu kién hoat dong cua co sé,r san
xuét trong thoi han hiéu lye cua gidy dang ky luu hanh thudc, nguyén liéu lam thude.

8. Cac thubc duge gia han gidy dang ky luu hanh tai Quyét dinh nay dugc tiép
tuc sir dung sb dang ky da chp trude khi gia han trong thoi han t6i da 12 thang Kké tir
ngay duoc cAp sb ding ky gia han theo quy dinh tai Phy lyc VI ban hanh kém theo
Théong tu s6 08/2022/TT-BYT.

9. Phéi hop v6i céc co s& didu tri dé thyuc hién theo ding cac quy dinh hién
hanh vé thubc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mudn cha
thubc trén ngudi Viét Nam va tdng hop, béo céo theo quy dinh tai Diéu 5 Théng tu sd
08/2022/TT-BYT dbi véi cac thudc trong Phy lyc II ban hanh kém theo Quyét dinh
nay.

Pidu 3. Quyt dinh nay c6 hidu lyc ké tir ngay ky ban hanh.

_ Diéu 4. Gidm dbe S& Y té céc tinh, thanh phd tryc thudc Trung wong va Giam
dbc co s sin xuAt va co s& ding ky c6 thude tai Diéu 1 chiu trach nhi¢m thi hanh
Quyét dinh nay./.

Noi nhdn:

- Nhu Diéu 4;

- BT. Pao Hong Lan (@ blc);
- TT. D3 Xuan Tuyén (dé b/c); /
- Cyc Quany - Bo Quéc phong, Cuc Y té - Bo Cong an;}
-Cuc Y té GTVT - B¢ Giao thong van tai;
- Téng Cuc Hai quan - B§ Tai chinh;

- Bao hiém x3 hoi Viét Nam; R X .
_B6 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vit Tuan Cwong
B, Van phong HPTV cip GPKLH thude, NLLT;

- Vién KN thuoe TU, Vién KN thubc TP. HCM;

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

_ Cc Bénh vién, Vién ¢6 giudng bénh trye thude BO Y t&;

- Trung tAm mua sim tap trung thudc quéc gia;

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

Website;

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




DANH MUC 256 THUOC SAN XU
TAI VIE

(Kém theo Quyét dinh s6 331 /QD-QLD ngay 27 1

Phu lucI

AT TRONG NUGC DPUQC GIA HAN GIA

x

T NAM HIEU LUC 05 NAM - PQT 197

hang 05 ndam 2024

v PANG KY LUU HANH

ctia Cuc Qudn ly Duoc)
STT[ Tén thudc Hoat chat chinh - | Dang bao | Quy cich déng gbi Tiew | Tudi | Sodangky [Sblan
Ham lwong ché chuin | tho gia han gia han
(thang)| (S6 dang ky
di clp)
@ 2 (€)) @ &) © () ® (&)

1. Co s& dang ky: Cong ty cb phin DTS Vigt Nam (Pia chi: S6 18, t 51, phudng Qu

No6i, Viét Nam)

1.1. Co s& san xuéat: Cong ty ¢b phin dugc phim Nam Ha (Dia chi:

Nam Dinh, Tinh Nam Dinh, Viét Nam)

an Hoa, quén Ciu Gidy, thanh phd Ha

S5 415, duong Han Thuyén, phudng Vi Xuyén, TP.

1 |Golheal 300

Thioctic acid (Alpha
Lipoic Acid) 300mg

Vién nang
mem

Hop 2 vi,4vix 15
vién

NSX 36

893110307124 | 1
(VD-24075-16)

1.2. Co s& san xuat: Co
Bién, TP Ha Nbi, Viét Nam)

ng ty TNHH MTV 120 Armephaco (Pia chi: 118 Vii Xuén Thidu, phudng Phic Loi, quan Long

2 |Benfosafe Benfotiamin 150mg |Vién nén Hop 3 vi x 10 vién, NSX 36 |893110307224 1
bao phim  |[Hop 6 vi x 10 vién (VD-28654-18)

3 |Vvildagold Vildagliptin S0mg  |Vién nén Hop 3 vi x 10 vién NSX 36 |893110307324 1
(VD-30216-18)

2. Co sé ding ky: Cong ty

Khé, thanh phé Pa Ning, Viét Nam)

2.1. Co s& san xuit: Cong ty

Thanh Khé, thanh phé Pa Nang, Viét Nam)

C& phan Dugc Danapha (Pia chi: 253 Diing Si Thanh Khé, phudng Thanh Khé Téy, quén Thanh

¢b phin duge Danapha (Pia chi: 253 Diing Si Thanh Khé, phudng Thanh Khé Ty, quin

4 |Amitriptylin Amitriptylin Vién nén Hop 1 1o x 100 NSX 36 893110307424 1
25 mg hydroclorid 25mg bao phim  |vién; Hop 10 vix (VD-31039-18)
10 vién

5 |Daquetin 25 Quetiapin (duéi Viénnén |Hop 3 vix 10 vién NSX 36 1893110307524 1
dang Quetiapin bao phim (VD-25580-16)
fumarat) 25mg

6 |Dibulaxan Ibuprofen 200mg; Viénnén  |Hop 5 vix 20 vién NSX 36 1893100307624 1
Paracetamol 325mg (VD-30234-18)

7 |Magnesi - B6 Magnesi lactat Viénnén  |Hop 5 vix 10 vién NSX 36 893110307724 1
dihydrat 470mg; bao phim (VD-27702-17)
Pyridoxin
hydroclorid Smg

8 |S-Enala 5 Enalapril maleat Vién nén Hop 5 vi x 10 vién; NSX 36 893110307824 1
5mg; Hop 10 vi x 10 vién (VD-31044-18)
Hydroclorothiazid
12,5mg

9 |S-Levo Levofloxacin (dudi |Vién nén Hop 2 vi x 10 vién; NSX 36 |893115307924 1
dang levofloxacin bao phim  [Hop 5 vi x 10 vién (VD-31045-18)
hemihydrat) 750mg

3. Co s& ding ky: Cong ty ¢6 phin Dugc Pong Nai (Dia chi: S6 221 B, dudong Pham Vin Thugn, phudng Tén Tién, thanh
pho Bién Hoa, tinh DPdng Nai, Viét Nam)
3.1. Co s& san xut: Cong ty cb phin Dugc Pdng Nai (Dia chi: 86 221 B, dudng Pham Van Thuén, phuong Tén Tién, thanh
phd Bién Hoa, tinh Dong Nai, Viét Nam)
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STT|  Ténthubc | Hoatchat chinh- | Dangbao | Quy cich déng gt | Tiéu Tudi | S6dangky [S6lan
Ham lwgng ché chuin | tho gia han gia han
(thang)| (S6 ding ky
da cap)
@ (0] 3 @ )] 6 (U] @® (C)]
57 |Cefuroxim 250 |Cefuroxim (du6i Vién nén Hop2vi,4vix5 NSX 36 893110312724 1
dang Cefuroxim bao phim  |vién; Hop 1 vix 10 (VD-26779-17)
axetil) 250mg vién
58 |Ciprofloxacin 500 |Ciprofloxacin (duéi |Vién nén |HOp 10 vix 10 NSX 36 893115312824 1
dang Ciprofloxacin |bao phim  |vién; Chai 100 vién (VD-28888-18)
HCI) 500mg
59 |Cotrimxazon 960 |Sulfamethoxazol Vién nén Hop 10 vi, 100 vix NSX 36 (893110312924 1
800mg; 10 vién; Hop 1 chai (VD-26780-17)
Trimethoprim 160mg x 100 vién
60 |Vitamin C 250  |Acid ascorbic 250mg [Viénnén  [Chai 100 vién; Hop NSX 24 893100313024 1
bao phim |10 vix 10 vién (VD-26785-17)
61 |Vitamin C 500  |Acid ascorbic 500mg [Vién nang  [Chai 100 vién; Hop | NSX 24 893100313124 1
cimg 10 vi x 10 vién (VD-28898-18)
18. Co s& diing ky: Cong ty ¢b phin dirge pham Pat Vi Phii (Dia chi: Lo M7A , Pudng D17, Khu Cong Nghiép My Phude

1, Phuong Théi Hoa, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam)

18.1. Co s& san xuit: Céng ty cb phin dirge phdm Pat Vi Phii (Dia chi: L6 M7A, Pudng D17, Khu Cong Nghiép My

Phuéc 1, Phuong Phit Hoa, Thi xa Bén Cat, Tinh Binh Duong, Viét Nam)

62 |Ayite Rebamipid 100mg  |Viénnén  |Hop 6 vi x 10 vién NSX 36 893110313224
bao phim (VD-20520-14)
63 |Divaser-F Betahistin Viénnén  |Hop 4 vix 7 vién NSX 36 893110313324
dihydroclorid 16mg (VD-20359-13)

64 |Miprotone-F Progesteron Viénnang |Hop 3 vix 10 vién NSX 36 |893110313424 1
micronized 200mg  |mém (VD-25002-16)

65 |Zielinsk Cinnarizin 25mg; Vién nang |HOp 6 vi x 10 vién NSX 36 [893110313524 1
Piracetam 400mg cung (VD-21071-14)

19. Co s& dang ky: Cong ty cb phan Durgc phim Gia Nguyén (Pia chi: Pudng YP6, KCN Yén Phong, x4 Dong Phong,
huyén Yén Phong, tinh Bic Ninh, Viét Nam)

19.1. Co s& san xuit: Cong ty cb phin Durge phim Gia Nguyén (Pia chi: Pudng YP6, KCN Yén Phong, x3 Déng Phong,
huyén Yén Phong, tinh B#c Ninh, Viét Nam)

66 |Ironkey

Acid folic 350pg
(meg)

Phirc chat sét (III)
hydroxid
polymaltose tuong
duong véi sit
nguyén t6 100mg

Vién nén
nhai

Hop 1 vi x10 vién,
Hop 3 vi x 10 vién

NSX

36

893110313624
(VD-26789-17)

1

20. Co s& ding ky: Cong ty cd phin dwgc phs

Da, thanh ph6 Ha Nbi, Viét Nam)

am Ha N¢i (Pia chi: sb 170 Puong La Thanh, phuong O Cho Dira, quan Déng

20.1. Co s& san xuét: Cong ty cb phin dirge pham Ha Ni (Dia chi: L6 s6 15, Khu cong nghiép Quang Minh, x& Quang
Minh, huyén Mé Linh, thanh phd Ha Noi, Viét Nam)

67 |Gentamicin Gentamicin base Dung dich |Hop 110 x 5ml NSX 24 |893110313724 1
(Gentamicin sulfat) ~|thudc tra (VD-26801-17)
15mg/5ml mét

68 |Hanodimenal Dimenhydrinat 50mg | Vién nén Hop 50 vix 10 NSX 24 1893100313824 1

vién; Hop 10 vi x (VD-28947-18)
10 vién; Lo 100 vién



User
Highlight


