CONG TY Cp DU'QC HAU GIANG CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap — Tw do — Hanh phuc

S6:5>sHDHG - SL ‘
(V/v thay dbi SPK thudc) Can Tho, ngay 04 thang 06 nam 2024

Kinh gli: S& Y té Bong Nai

Truwde tién, Cong ty cd phan Dwoc Hau Giang xin tran trong cam on sw hoé
tro clia S& Y té Bdng Nai dbi véi Céng ty chung téi trong thoi gian qua.

Coéng ty cb phan Duwoc Hau Giang da trung thdu san pham Hapacol 150
theo quyét dinh sé 1572/QB-SYT ngay 16/12/2022 clia S& Y té Dong Nai. Trong
qua trinh cung (ng, sdn pham c6 thay ddi sé dang ky nhuw sau:

STT Tén Thudc SDK tring thau | SDK thay doi Ghi chu
Theo quyét dinh s6 198/QD-

1 Hapacol 150 VD-21137-14 893100040923 | QLD ngay 24/03/2023 cua Cuc
Quan ly Dwoc

Chung t6i cam két chi thay ddi sé dang ky theo quy dinh tai Knhoan 3 Biéu
8 théng tw 08/2022/TT-BYT ngay 05 thang 9 ndm 2022 ctia Bo Y té quy dinh viéc

dang ky Iwu hanh thudc, nguyén liéu lam thube; cac ndi dung khac gitv nguyén

nhw hd so duw thau.

Kinh mong Quy co quan xem xét va chap thuan cho Céng ty ching toi
duwoc cung ng san pham véi théng tin dwoc thay déi déng thei tao diéu kién dé
Bdo hiém thanh toan.

Xin thanh that cam on.

Tran trong kinh chao./.

Noi nhan: - Q.
- Nhuw trén;
- Lwu: phong hanh chanh

Bui Thai Thuy
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7 si‘&’,‘UC QUAN LY DUQC Poc lap - Tw do - Hanh phuc
Sé: 198/ QDb-QLD Hé Noi, ngay 24 thang 03 ndm 2023
QUYET DINH

Vé viéc ban hanh Danh muc 135 thubc san xuit trong nuéc
dugc gia han gidy diing ky lvu hanh tai Viét Nam - Dot 183

CUC TRUGNG CUC QUAN LY DUQC

Can cir Ludt Duoc so 105/2016/QH13 ngay 06/4/2016;
Can cie Nghi dinh so 95/2022/ND-CP ngay 1 5/11/2022 cua Chinh phu quy dinh
chike nang, nhiém vu, quyen han va co cdu té chiec cia Bo Y té;

Can cik Quyét dinh s6 7868/0D-BYT ngay 28/12/2018 ciia BY trudng Bg Y té quy
dinh chitc nang, nhiém vy, quyén han va co cau 16 chirc cia Cuc Quan Iy Dugc thudc
Bo Y té,

Céin cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia BY truéng Bé Y té quy
dinh viéc dang ky luu hanh thuéc, nguyén li¢u lam thuéc;

Can cie két ludn cua Hoi dong tu van cdp gidy dang ky lwu hanh thuée, nguyén liéu
lam thuéc - Bé Y té,

Theo dé nghi ciia Truéng phong Dang ky thuée, Cuc Quan Iy Duoc.

QUYET DINH:

Piéu 1. Ban hanh kem theo Quyét dinh ndy danh muc 135 thude san xudt trong
nuée duoe cp gidy dang ky luu hanh tai Viét Nam - Dot 183, cu the

|. Danh muc 125 thudc san xudt trong nudc duge gia han gidy dang ky luu hanh
hiéu luc 05 nam (Phu luc I kém theo).

2. Danh mue 09 thudc san xut trong nudce duge gia han gidy dang ky luu hanh
hiéu luc 03 ndm (Phu luc II kém theo).

3. Danh muc 01 thudc san xuat trong nudc dugc gia han déng ky luu hanh dén
31/ 12/2025 (Phu luc III kém theo).

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

1. San xuét thuoc theo dung cac hd so, tai liéu da diang ky v6i Bo Y té va phai in
s6 dang ky duoc BO Y té Viét Nam cép 1én nhin thuoc

2. Chi dugc san xuét, dua ra luu hanh cac thudc kiém soat dic biét khi c6 Gidy
chirng nhén du diéu kién kinh doanh dugc pham vi kinh doanh thuéc phai kiém soat dac
biét phu hop voi pham vi hoat dong cua co s¢ dap tmg quy dinh tai khoan 5 Dleu 143
Nghi dinh so 54/2017/ND- CP ngay 08/5/2017 ctia Chinh pht quy dinh chi tiét mot sb
diéu va bién phap thi hanh Ludt Duoc.

3. Thyc hién viéc cap nhat tiéu chudn chét luong cua thude theo quy dinh tai
Théng tu sb 11/2018/TT-BYT ngay 04/5/2018 ctia B6 trudng Bo Y té quy dinh vé chét
lugng thude, nguyén liéu 1am thudc.

4. Thuc hién, phdi hop véi co s& nhip khau thuc hién theo ding quy dinh tai
Cong vin s6 5853/QLD-CL ngay 19/4/2019 ciia Cyc Quan ly Duogc vé viée kiém tra
chét luong nguyén liéu lam thubc nhom sartan ddi véi cac thudc thude danh muc tai
Diéu 1 ban hanh kém theo Quyet dinh nay c6 chira dugc chat thudc nhom sartan

5. Thubc duge gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua ndp
hé so cdp nhat ndi dung nhéan thudc, to huéng dan sir dung thude theo quy dinh cua
Théng tu 01/2018/TT-BYT ngay 18/01/2018 ctia B truong Bo Y té thi phai thyc hién




cap nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Théng tu s6 01/2018/TT-BYT trong
thoi han 12 thang ké tir ngay duoc gia han gidy déng ky luu hanh. ,

6. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude dugc gia han
gidy ding ky luu hanh theo Quyét dinh nay c6 thay doi v& ndi dung hanh chinh (bao
gdm ca mAu nhan va to hudng dan sir dung thubc) phai san xuét va luu hanh véi cac ndi
dung da dugc phé duyét thay ddi trong hd so gia han.

7. Co so dang k¥ thude phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu luc cua gidy dang ky luu hanh thuc, nguyén liu lam thudc. Trong truong hop
khong con dap Gng du diéu kién hoat dong, co so déng ky phai c6 trach nhiém thuc hién
thay ddi co s¢ ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi han
30 ngay ké tir ngy co s& dang ky khong con du diéu kién hoat dong.

8. Co s& san xudt thudc phai bao dam céc diéu kién hoat dong cta co s san Xuét
trong thadi han hiéu lue ciua gidy dang ky luu hanh thudc, nguyén ligu lam thude.

9. Cac thube duge gia han gidy dang ky luu hanh tai Quyét dinh nay duoc tiép
tuc sir dung sb dang ky da cap trude khi gia han trong thoi han t6i da 12 thang ké tir
ngdy dugc cap sé dang ky gia han theo quy dinh tai Phy lyc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

10. Cac thube duge gia han giéy dang ky luu hanh tai Phu luc II Quyét dinh nay
sau khi hét han gidy dang ky luu hanh, trong hé so gia han néu cong ty khéng c6 dir liéu
lam sang chitmg minh an toan, hiu qua cua thude, Cuc Quan ly Dugc s& khong tiép tuc
gia han gidy dang ky luu hanh.

Pidu 3. Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh.

Pidu 4. Giam ddc S& Y té cac tinh, thanh phd truc thudc Trung wong va Gidm
dbc co s& san xuét va co s dang ky c6 thude tai Piéu 1 chiu trdch nhiém thi hanh Quyét
dinh nay./.

Noi nhn: == CUC TRUONG
- Nhur Diéu 4{; : :

- BT. Bao Hong Lan (de blc);
- TT. D6 Xuén Tuyén (dé b/c); )
- Cyc Quan y - By Quéc phong, Cuc Y té - By Cong an

- Cl;lc Y té GTVT - Bd Giao théng vén tai;
- Tong Cyc Hai quan - Bo Tai chinh; C
- Bao hiém x& hoi Viét Nam; - X :
-B0 Y té: Vu PC, Cuc QLYDCT, Cyc QLKCB, Thanh tra Vi Tuan Cuong
Bo, Vin phong HPTV cap GPKLH thuoe, NLLT;

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

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

- Céc Bénh vign, Vién c6 giudng bénh truc thugc Bo Y té;

- Trung tdm mua sam tép trung thudc quoc gia;

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

Website;

- Luu: VT, BKT.
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S6 ding ky

Tubi : K
: = £ Hoat chit chinh - |Dang bao | Quy cich déng Tiéu gia han So lan
S| ~ewihudo Ham lugng ché g6i chuén th,q (S6 ding ky |gia han
2 (thang) i
da cap)
1 (2) (3) 4) (5) (6) (7N (8) 9
Dung dich
v6 khuin | Chai nhya 500ml;
y 5 89311003972
11 |Sorbitol 3,3%  |Sorbitol 16,5g/500ml| dung Thiing 20 chai NSX 36 1 s 1
x (VD-23795-15)
trong phau nhya 500ml
thuét

4. Co s ding ky: Cong ty Cé phin Xuét nhip khiu Y té Domesco (Bia chi: S5 66, Quéc 16 30, Phuong My Phu, Thanh
phé Cao Lanh, Tinh Déng Thép, Viét Nam)
4.1, Co s san xudt: Cong ty C4 phan Xuft nhap khiu Y té Domesco (Dja chi: S6 66, Quéc 19 30, Phuong My Phu,
Thanh phé Cao Lanh, Tinh Déng Thap, Viét Nam)

Hop 1 vix 10

: - Viénnang | ., .. ; 893110039823
12 |Docefnir 100 mg |Cefdinir 100mg dire vién; HQpIAIO vix NSX 36 (VD-24482-16) 1
10 vién
Hop 10 vix 10
vién; Chai 100
Prednison . Vién nén i e 893110039923
13 B erorimg Prednison 5mg Vet phi vién; Chai 150 NSX 36 (VD-22309-15) 1

vién; Chai 200

vién; Chai 500 vién

5. Co so diing ky: Cong ty C6 phan Dugc Danapha (Pia chi: 253 Diing St Thanh Khé, Phuéng Thanh Khé Tdy, Quén

Thanh Khé, TP. Pa Ning, Viét Nam)
5.1. Co s siin xuét: Cong ty Cé phin Dugcc Danapha (Pia chi: 253 Diing ST Thanh Kheé, Phutng Thanh Khé Tay, Quan

Thanh Khé, TP. Da Ning, Viét Nam)

Galantamin (dudi

dang galantamin Vién nén 5 ; - 893110040023
4 ey hyelstbrormid s oms) | banphim | | ToRadaen | DEX |98 hrnonduns) 1
4mg
Xylometazolin | Xylometazolin Dung dich 5 893100040123
15 o,05% hydroclorid 0,05% | nhé mii Eip L1ps Wml o] HSES 24 | vp.1ses2-13)| !
. Xylometazolin !
Xylozin Drops : Dung dich . 893100040223
16 0.05 % hydroclorid nhé mii Hop 1 1o x 10ml NSX 36 (VD-23444-15) 1
5mg/10ml
o : e Hop 10 vix 10 893110040323
17 |Lepigin 100 Clozapin 100mg Vién nén iR NSX 36 (VD-24684-16) 1

6. Co st diing ky: Cong ty co phan dugc Dong Nai (Pia chi: 221B, Pham Van Thuén, P. Tan Tién, TP.Bién Hoa, Tinh

Péng

Nai, Viét Nam)

6.1. Co si¥ san xudt: Cong ty cb phin dwgc Ddng Nai (Dia chi: 221B, Pham Van Thuén, P. Tan Tién, TP.Bién Hoa, Tinh

Pong

Nai, Viét Nam)

18

Paracetamol
500mg

Paracetamol 500mg

Vién nang
cing

Hop 10 vix 10
vién; Chai 100
vién; Chai 200

vién; Chai 500 vién

DBVN V

36

893100040423
(VD-22412-15)

7. Co sé diing ky: Cong ty C6 phian Dugc Hiu Giang (Dia chi: 288 Bis Nguyén Vin Cir, Phudng An Hoa, Quén Ninh
Kiéu, thanh phé Can Tho, Viét Nam)
7.1. Co sé san xudt: Cong ty C5 phin Dwge Hiu Giang - Chi nhinh nha miy dwgc phamDHG tai Hju Giang (Dia chi:
Lé B2 - B3, Khu céng nghiép Tan Phu Thanh - Giai doan 1, xa Tén Phu Thanh, huyén Chau Thanh A, tinh Héu Giang, Viét

Nam)
: Bromhexin S - ) o 893100040523
19 |Bromhexin 8 hydroclorid 8mg Viénnén | Hop 3 vix 10 vién| NSX 36 (VD-20548-14) 1
. ope o = : i 893100040623
20 |Clanoz Loratadin 10mg Viénnén | Hop2 vix 10 vien| NSX 36 (VD-20550-14) 1
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z. S6 ding ky
‘ Hoat chit chinh - |Dang bao | Quy cich déng | Tiéu Tan giahan | S6Iin
STT Tén thube 2 g = 2 tho R, :
Ham lwong che goi chuan : (So ding ky |gia han
(thang) a3 oA
acap)
(€0) (2) 3) ()] (5) (6) (N (8 9
; |Glumeben g’éf)t:;m“ HCL | vien nén sl Mo | W |- g | R |
] . ¥ 24 s
500mg/5mg GlibendlamidSms bao phim (VD-24599-16)
Cefuroxim (dudi : ;
; Vién nén . 893110040823
i 5 i 8 1
22 |Haginat 500 dang Cefuroxim ac phim Hop2vix5vién | NSX 36 (VD-24608-16)
axetil) 500mg
Thudc bét | ... B 893100040923
23 |Hapacol 150 Paracetamol 150mg s bt Hop 24 géix 1,5g | NSX 36 (VD-21137-14) 1
Thubc bét | .. i) 893100041023
24 |Hapacol 250 Paracetamol 250mg it biot Hop 24 goix 1,5g | NSX 36 (VD-20558-14) 1
Cefpodoxim (Dudi g g
. ; Vién nén A ’ = 893110041123
25 |Nifin 100 Tabs |dang (,jefpodomm s b Hop2vix 10vién| NSX 24 (VD-26600-17) 1
proxetil) 100mg
7.2. Co s6 sin xuat: Cong ty C5 phin Dwge Hau Giang (Dia chi: 288 Bis Nguyén Vin Cir, Phudmg An Hoéa, Quan Ninh
Kidu, thanh phb Cén Tho, Viét Nam)
Tuyp 10g chira:
26 |Medskin ery Erythromycin base | Gel bdi da| Hop 1 tuyp x 10g | NSX 24 SgaT1004122 1
04g (VD-23465-15)

8. Co s diing ky: Céng ty ¢ phin Duge Medipharco (Dja chi: S6 08 Nguyén Trudng To, Phuong Phude Vinh, Thanh phé

Hué, Viét Nam)

8.1. Co sé sin xuAt: Céng ty cb phin Dwgc Medipharco (Dia chi: $6 08 Nguyén Truong T, Phuong Phude Vinh, Thanh

phd Hué, Viét Nam)

27 |Mucinex

Acetylcystein 200mg

Thubc bot
uéng

Hép 20 gbi x 3g

NSX

36

893100041323
(VD-20984-14)

9. Co sé diang ky: Céng ty ¢ phin duge pham 2/9 (Dia chi: 299/22 Ly Thuong Kiét, P.15, quan 11, TP. Hd Chi Minh,

Viét Nam)

9.1. Co s sén xufit: Cong ty cé phin dugc phim 2/9 (Dia chi: 86 930 C4, dudng C, khu cdng nghiép Cat Lai, cum 2,
phuong Thanh My Loi, quan 2, TP. Ho Chi Minh, Viét Nam)

3

-’;‘)‘I
T
)*‘J |
o/

Y
o

e T ) = ; ; i 893100041423
28 |Cinnarizine Cinnarizin 25mg Viénnén | Hop 5 vix 20 vién| NSX 36 (VD-19297-13) 1
. = Hop 10 vix 10
; Loperamid Viénnang | .. . .. > 893100041523
29 |Loperamid hydralirid dmg ol vién; HQ].J‘25 vix NSX 36 (VD-19298-13) 1
4 vién
Tizanidin (dudi Hop2 vix 10
30 |Tizanad 2mg  |dang Tizanidin i | sEe e i | Nex | 36 | |
: - (VD-19302-13)
hydroclorid) 2mg 10 vién

10. Co st diing ky: Cong ty Co phian Dugc pham 3/2 (Dia chi: 601 Cach Mang Théang Tam, phudng 15, qu

Chi Minh, Viét Nam)

an 10, TP. Ho

10.1. Co' s sin xuAt: Cong ty C4 phin Dugc phim 3/2 (Bia chi: 930 C2, dudng C, KCN Cat Lai, cym II, phudng Thanh

My Loi, quan 2, TP. H6 Chi Minh, Viét Nam)

M>i 6ng 2ml chira: : 2 :
o1 Wit o hydrocloid (RRR e | EORIOWIRI0 | oy | gl BIMBLTR |
tiém ong x 2ml (VD-30267-18)
100mg
; Ezetimib 10mg; e 5 . i 893110041823
32 |Simze Plus Simvastatin 20mg Viénnén |Hop 3 vix 10 vien| NSX 24 (VD-22112-15) 1

11. Co sé diing ky: Cong ty c6 phan dwgc phim Agimexpharm (Bia chi: 27 Nguyén Thai Hoc, Phudng My Binh, Thanh
phé Long Xuyén, Tinh An Giang, Vi¢t Nam)
11.1. Co s6 sin xudt: Chi nhinh Céng ty ¢ phin duge pham Agimexpharm - Nha may sanxuét duge phim
Agimexpharm (Pia chi: Pudng Vi Trong Phung, Khém Thanh An, P. M§ Théi, TP. Long Xuyén, An Giang, Viét Nam)
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S6 ding ky

) 3 . |Hoat chit chinh - | Dang bao | Quy cich déng Tiéu Tubi tho gia han S$6 1an
AT | e thai: Ham luong ché goi chuén | (thang) | (SO dingky | giahan
di cip)
(00)] (2) (3) (4) (5 (6) ()] (8) 9
Amoxicilin (dudi
dang Amoxicilin
trihydrat powder) Thubc cém
o 110051723
6 [P21AMOX 15omg; pha han dich | Hop 12 goix 1,6g| NSX gy e !
625 5 £ (VD-20449-14)
Sulbactam (dudi uong
dang Sulbactam
pivoxil) 125mg
Pyridoxin =
518
7 [Bvit 6 250mg|hydrochlorid viennang | o200 Vien | NSX | ;00 = 1
250mg cirng (VD-26165-17)

7. Co s¢ dang ky: Cnng ty Co phan Duge pham Trung wong 2 (ia chi: S6 9 Tran Thanh Téng, phudng Bach Dang, quén

Hai Ba Trung, thanh phd Ha Noi, V1¢t Nam)
7.1. Co sé san xuét: Cong ty Co phan Dugc phim Trung wong 2 (Dja chi: L6 27 khu cong nghiép Quang Minh, thi trén

Quang Minh, huyén Mé Linh, thanhphé Ha Néi., Viét Nam)

Spiramycin £
Thuoc bot
Flazenca  [750.000 IU; e ; 2 893115051923
¥ losoooninss Bennann - [PAn el | Hopldgtiady {08 36 | wp2sesi-is)| !
125mg e

8. Co so ding ky: Cong Ty Co Phan Traphaco (Dia chi: S6 75 Pho Yén Ninh, Phuong Quén Théanh, Quan Ba Binh, Thanh

Phé Ha Nai, Viét Nam)
8.1. Co s& san xuét: Cong ty TNHH Traphaco Hung Yén (Pia chi: Thén Binh Luong - Xa Tan Quang - Huyén Van Lam -

Tinh Hung Yén, Viét Nam)

Trajordan
Cat++

Lysin hydroclorid
2g; Calci
glycerophosphat
4,55g; Acid
glycerophosphoric
3,7g; Vitamin Bl
(Thiamin
hydroclorid)
20mg; Vitamin
B2 (Riboflavin
natri phosphat)
24mg; Vitamin
B6 (Pyridoxin
hydroclorid)
40mg; Vitamin PP
(Nicotinamid)
150mg; Vitamin E
(dl Alpha
tocopheryl acetat)
100mg/100ml

Sirb

Hop | chai 60ml;
Hop 1 chai 100ml

NSX

24

893100052023
(VD-17716-12)

Ghi chii:
1. Cdch ghi tiéu chudn chat lwgng thude tai cét (6):
- Nha san xudt (NSX) Tiéu chudn rnha san xudt (TCNSX) Tiéu chudn co sé (TCCS), In-house c¢6 y nghia twong dwong nhau,

la tiéu chuan chdt hrong thude do co sé san xudt xdy dung va déu cé thé duoc ghi trén nhan thuéc.

- Cdch viét tdt cdc tiéu chudn chdt hgng dwoe dién: Dugc dién Viét Nam (DDVN), Dugc dién Anh (BP) DLm'c dién My
(USP), Duge dién Nhét Ban (JP), Duge dién Trung Quéc (CP), Dugc dién Chéu du (EP), Duorc dién Quéc t (IP)...
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P

« 20 86 ddng ky tai cot (8):

- 86 ddng ky gia han la 6 ddng ky duwge cdp theo quy dinh tai Phu luc VI Thong tu 08/2022/TT-BYT ngay 05/09/2022 cua Bo
trucng B Y té quy dinh viéc diang ky luu hanh thuoe, nguyén ligu lam thuéc.

- S6 ddng ky da cap (dwoc ghi trong ngodc don) la $6 déng ky da dwoc cdp trudc khi thube dwge gia han theo quyét dinh
nay.

- Cdc thude da duge cdp s6 dang ky lan dau trude ngay 01 thang 01 ndm 2023 dugc gia han gidy deang ky heu hanh thi dugc

1iép tuc sir dung sé dang ky da cdp trude khi gia han trong thoi han toi da 12 thang ké tir ngay dwoc cdp 56 dding ky theo cdu
triic moi.
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