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QUYET DINH

Vé viéc ban hanh danh muc 414 thudc sin xuit trong nudce
duge cap gidy ding ky luu hanh tai Viét Nam - Dot 196

CUC TRUONG CUC QUAN LY DUQC

Can cir Lugt Duwgc so 105/2016/0QH13 ngay 06/4/2016;

Can cir Nghi dinh so 95/2022/ND-CP ngm 15/11/2022 cua Chinh phu quy
dinh chiee nang nhiém vu, quu’n han va co cdu 16 chire cia B Y té;

Can cie Quyet dinh so 196 WQD BYT ngay 26/4/2023 cua Bo truong Bo Y 1é
quy d;nkchm nang, nhiém vu, quyén han va co cdu 16 chire cia Cue Quan Iy Duwoe
thuge Bo Y 1é;

Can cir Thong tie 56 08/20 22/TT-BYT ngm 05/09/2022 cua Bo truong Bo Y 1é
quy dinh viée a'ang ky lwew hanh ngc nguyen t'reu lam thuoe;

Can citr két luagn cua Hpi dong ne van mp guﬁ dang ky leu hanh thuoc,
nguvén liéu lam thuoc - By Y té c?m 196 tai Cong van so 3 7/HDTV— VPHD ngay
.’(.W/ 2024 cua Van phéng Hpi dong te vin cap GPKLH thuoe, nguvén liéu lam
thuoce;

Theo dé nghi cua Trieong phong Pang kv thuoce, Cuc Quan Iy Dugre.

QUYET DINH:

Piéu 1. Ban hanh kém theo Quyéi dinh nay danh myc 414 thudc san xudt
trong nude duge cip gidy ddﬂj: ky luu hanh tai Viét Nam - Dot 196, cu thé:

1. Danh muc 409 thude san xuit trong nudc duge cip gidy dang ky luu hanh
tai Viét Nam hiéu luc 05 nim (Phu luc I kem theo). ) _

2. Danh muc 05 thudc san xudt trong nudc duge cap gidy dang ky hru hanh
tai Viét Nam hi¢u lwe 03 ndm (Phy luc 11 kém theo).

Diéu 2. Co sd san Xudl va co so dang ky thude ¢6 trach nhigm:

I. San xudt thude theo ding cic ho so, tai li¢u da ding ky véi Bo Y té va
phai in s ding ky duge Bg Y té Viét Nam cip lén nhin thuoc

2. Chi dugc san {cuat dua ra luu hanh céc thudc kiém soat dic bi¢t khi co
Giay chimg nhan du diéu kién kinh doanh dugc pham vi kinh doanh thude phai
kiém soét ddc bi¢t phu hgp vai pham vi hoat dong cua co so dap ng quy dinh tai
khoan 5 Di¢u 143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu
quy dinh chi tiét mét s6 diéu va bién phap thi hanh Luat Dugc,

3. Thu‘c hi¢n viéc cip nhat tiéu chuin chét lrgng cua thude thco quy dinh lal
Thong tu so 11/2018/TT-BYT ngay 04/5/2018 cua Bo m.mm_., Bo Y té quy dinh vé
chét rong thude, nguyén licu lam thuoc. Thong tr so6 03/2020/TT-BYT ngay
22/01/2020 cua B§ truong By Y té sira dm, b6 sung mdt sd diéu cia Théng tu
11/2018/TT-BYT quy dinh vé chat hrgng thudc, nguyén liéu lam thuoc.

4. Cap nhat nhan thude, tér hudng din sir dung thude theo quy dinh tai Thong
t so 01/2018/TT-BYT ngay 18/01/2018 cua BQ truong Bo Y té quy dinh ghi nhin
thuoc, nguyén hi¢u lam thuoe va to hudémg dan su dung thude trong thdi han 06
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thang ké tir ngdy ky ban hanh Quyét dinh nay, theo hinh thirc thay d6i, bo sung gidy
ding ky hru hanh thude quy dinh tai Thnng tir s6 08/2022/TT-BYT.

5. Phéi hop véi cac co so diéu tri dé thuce hién theo ding cic quy dinh hién
hanh vé thudc ké don, theo doi an toan, hiéu qua tac dung khong mong muén ciia
lhunc trén nguoi Vigt Nam va mng hgp, bao céo theo quy dinh tai Diéu 5 Thong tur
s0 08/2022/TT-BYT déi vai cic thuoe trong Phuy luc Il ban hanh kém theo Quyet
dinh nay.

6. Co so dang ky thuoc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hi¢éu lyc cua giay dang ky lru hanh thuoc, nguyén liéu lam thuoc. Trong
trudng hgp khong con dap ing du diéu kién hoat dong, co so ding ky phai co trach
nhiém thye hién thay déi co s dang ky theo quy dinh tai Thong tu 50 08/2022/TT-
BYT trong théi han 30 ngay ké tir ngdy co so dang ky khong con du diéu kién hoat
dong.

7. Co s& san xuit thude phai bau dam cac diéu kién hoat dong cua co so san
xudt trong thoi han hi¢u lyc cua gidy ding ky lru hanh thude, nguyén ligu lam
thude.

Bléu 3. Quyét dinh nay c6 hi¢u lye ké tir ngdy ky ban hanh.

Piéu 4. Giam dnc S0 Y té céc tinh, thinh phé tryc thude Trung wong va
Giam ddc co s& san xuat va co so dang ky co thude tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.
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Phu luc

I

DANH MUC 409 THUOC SAN XUAT TRONG NUOC DUQC CAP GIAY DPANG KY LUU HANH

TAI VIET NAM HIEU LUC 05 NAM - DOT 196

(Kem theo Quyét dinh so 292 /OD-OLD ngay 06 thang 05 nam 2024

cua Cuc Quan Iy Dweoc)
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1. Co sé diing ky: Chi nhanh céng ty TNHH San xuit, Thuong mai Dugc phim Thanh Nam tai Binh Duwong (Dia chi:
60 Dai 1§ Ddc Lip, Khu Cong Nghi¢p Vit Nam Singapore, Thanh phé Thuin An, Tinh Binh Dwong, Viét Nam)

1.1. Co sé sin xuit: Chi nhinh chng ty TNHH San xuit Thuong mai Duge pham Thinh Nam tai Binh Dwong (Dja chi:
60 Dai 10 Poc Lip, Khu Cong Nghi¢p Viét Nam Singapore, Thanh phé Thuin An, Tinh Binh Duong, Viét Nam)

1 |Piroxicam

Piroxicam 20mg

Vién nang
cimg

Hop 10 vi x 10 vién, Lo
100 vién

NSX

36

893110261724

2. Co sir diing ky: Cong ty cb phin cong nghé Lavitec (Dja chi: L6 8 - ON 18, Khu cong nghiép Khai Quang, Phudmg Khai
Quang, Thanh phé Vinh Yén, tinh Vinh Phiic, Viét Nam)
2.1. Cor s sin xuiit: Cong ty ¢ phin cong nghé Lavitec (Dia chi: Lo 8 - ON 18, Khu cong nghiép Khai Quang, Phudmg
Khai Quang, thanh phé Vinh Yén, tinh Vinh Phic, Viét Nam)

2 |Cetrimide Wound
Spray

Cetrimid Smg

Dung dich

Hop | ghai. Chai 100ml
(kém dau xit)

NSX

24

893100261824

3. Co sor diing ky: Cong ty c phﬁn Cong nghé sinh hoc - Durge phi'm ICA (Dya chi: Lo 10, duémg s6 5, khu cong nghi¢p
Vi¢t Nam - Singapore, Thianh pho Thuan An, tinh Binh Duong, Viét Nam)
3.1, Co sév sdn xufit: Cong ty c6 phiin Cong nghé sinh hoc - Duge phim ICA (Dija chi: L6 10, dudmg s6 3, khu cong nghiép
Vigt Nam - Singapore, Thianh pho Thuin An, tinh Binh Duong, Viét Nam)

3 |Gestroltex 40

Esomeprazol (dudi
dang Esomeprazol
magnesium dihydrat
pellets 8.5%
511.52mg) 40mg

Vién nang
cimg chira
pellet tan

trong rugt

Hép 2 vi x 10 vién

NSX

36

893110261924

4. Co sir diing ky: Cong ty cd plﬁn DTS Viét Nam (Dia chi: S6 18, t6 51, phuémg Quan Hoa, quan Ciu Gi‘."i}'. thanh ph5 Ha

Ni, Viét Nam)

4.1. Co s sin xuit: Céng ty cd phin duge pham Nam Ha (Dia chi: $6 415, duong Han Thuyén, phuimg Vi Xuyén, TP.
Nam Binh, Tinh Nam Binh, Viét Nam)

4 |Lipodex

Ciprofibrat 100mg

Vién nén

Hop 3 vi, 5 wi x 10} vién

NSX

36

893110262024

5, Co sir diing ky: Cing ty Co phﬁn Dwrgre - Vit Tur v té Nghé An (Dja chi: S6 68 dudmg Nguyén Sy Sach, Phudimg Hung

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

5.1. Co s sin xudt: Céng ty ¢d phin Dwge - Vit tw v té Nghé An (Dia chi: S5 68 duémg Nguyén Sy Sich, Phudng Hing

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

5 |Entecavir-DNA

Entecavir 0,5mg

Vién nén bao
phim

Hop 10 vi x 10 vién:
Hop 6 vi x 10 vién

NSX

24

893114262124

6. Co s diing ky: Céng ty cb phin dwec Apimed (Dia chi: 263/9 Ly Thuémg Kiét, Phuéng 15, Quén 11, Thanh phé Ho Chi

Minh, Viét Nam)

6.1. Co s sin xuit: Céng tv cb phiin dwgc Apimed (Dia chi: Puimg N1, cum cong nghiép Phi Thanh — Vinh Thanh, xa
Vinh Thanh, huyén Nhon Trach. tinh Déng Nai. Viét Nam)

6 |Lipoic 300

Alpha lipoic acid
300mg

Vién nang
cimg

Hop 3 vi x 10 vién; Hop
10 v x 10 vién; Hop |
chai x 100 vién; Hop 1
chai x 200 vién

NSX

24

893110262224
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378 |Zanladyne 8 Galantamine (dudn Vién nén bao |Hop 1 vi x 14 vién; Hip | NSX 24 |B93110299424
dang galantamine phim 2vix 14 vién
hydrobromide
10,253mg) 8mg
379 |Zanladyne Sp. Galantamine (dudn Dung dich Hop 1 chai x 60ml NSX 24 |B93110299524
dang galantamine uong
hydrobromide
5,126mg) 4mg/ml

85, Co sor diing ky: Cong ty TNHH Phil Inter Pharma (Dia chi; S& 20, dai 16 Hiru Nghi, KON Viét Nam - Singapore,
Thuidn An, Binh Duong, Viét Nam)

85.1. Cor s sin xuit: Ciong ty TNHH Phil Inter Pharma (Dja chi: S6 20, dai 16 Hiru Nghj, KCN Viét Nam - Singapore,
Thudn An, Binh Duong, Vigt Nam)

380

Cypomic

Cholecalciferol
{Vitamin D3) 800IU

Vién nang
mém

Hop 06 vi x 10 vién

NSX

24

BO3110299624

85.2. Co s sian xuiit: Cong ty TNHH Phil Inter Pharma (Dja chi: $6 25, duimg s6 8, KON Viét Nam - Singapore, Thugin
An, Binh Durong, Vigt Nam)

Doxylamine succinate
6,25mg; Phenylephrine
HCl Smg

381 |Eighteengel Erythromycin (hogt Gel Hop 1 tuyp x 10g NSX 36 | 893110299724
lyre) 400mg
382 |Malainbro Promestriene 10mg Vién nang Hop 1 vi x 10 vién NSX 36 | 893110299824
mem dit dm
dao
383 [Philbibif Night Acetaminophen Vién nang Hop 02 vi x 10 vién NSX 36 |893110299924
325mg; mém
Dextromethorphan
HBr 10mg;

B6. Co s diing ky: Cang ty TNHH San xuiit Thwong mai Dirge phim Thanh Nam (Dja chi: 3A Ding Tét, Phurémg Tin
Binh, Quin 1, TP. H6 Chi Minh, Viét Nam)

86.1. Cor s sam xudit: Chi nhanh cong ty TNHH Sin xuit Thwong mai Duge phiim Thanh Nam tai Binh Dwong (Dia
chi: 60 Pai 16 Be Lip, Khu Cong Nghiép Viét Nam Singapore, Thinh pho Thuin An, Tinh Binh Duong, Viét Nam)

384 |Tanaallery-F Clorpheniramin maleat |Vién nén bao |Hop 10 vi x 10 vién, Lo | NSX 36 | 893100300024
4mg; Phenylephrin phim 100 vién
HCI 10mg
i85 |Tanafezam Cinnarizin 25mg; Vién nang Hop 10 vi x 10 vién, Lo | NSX 36 | B93110300124
Piracetam 400mg cimg 100 vién, Lo 200 vién
386 |Tanaldecoltyl F Clorphenesin carbamat |Vién nen bao  |Hop 10 vi x 10 vién, Lo | NSX 36 | 893110300224
New 250mg phim 100 vién, Lo 200 vién

87. Co sér diing ky: Cong ty TNHH Shine Pharma (Dia chi: 40/7 Dat Thinh, Phuimg 6, Quin Tin Binh, TP.HCM, Viét

Nam)
87.1. Co so san xuit: Cong ty cb phin duge phim Me Di Sun (Dia chi: 521 An Loi, Hoa Loi, Bén Cit, Binh Duong, Viét
Nam)

387 |Rahnob Forte Milnacipran Vién nang Hép 3 vix 10 vién, Hip | NSX 36 | 893110300324

hydrochlond 50mg

cung

6 vix 10 vién




