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QUYET DINH

Vé viée ban hanh danh muc 775 thudc sin xuit trong nuée
duoc cap gidy diang ky luwu hanh tai Viét Nam - Dot 166

CUC TRUGNG CUC QUAN LY DUQC

Can ctr Luat Dugc 56 105/2016/QH13 ngay 06/4/2016;

Can ctr Nghi dinh so 75/2017/ND-CP ngay 20/6/2017 ctia Chinh pht quy dinh
chirc ndng, nhiém vu, quyen han va co c4u t chirc ciia BO Y té; ,

Cén cr Thong tu so0 32/2018/TT-BYT ngay 12/11/2018 cta B trudng Bo Y té
quy dinh viéc dang ky luu hanh thudc, nguyén liéu 1am thudc;

Cin ctt Quyét dinh sb 7868/QD-BYT ngay 28/12/2018 ctia B) truong B Y té
quy dinh chirc néng, nhiém vy, quyén han va co céu tb chirc ctia Cuc Quén ly Dugc
thuoc B6 Y té;

Cin ctr y kién cua Hoi dong tu véan cép gidy ding ky luu hanh thube, nguyén
liéu lam thudc - B6 Y té;

Xét dé nghi ctia Truéng phong Ping ky thude, Cuc Quan 1y Dugc,
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 775 thudc san xuat trong
nuée duge cdp gidy dang ky luu hanh tai Viét Nam - Dot 166, cu thé:

1. Danh muc 748 thudc san xuit trong nudc dugc cap gidy dang ky luu hanh
tai Viét Nam hi€u lyc 05 ndm (Phu luc I kém theo). Céc thudc tai Danh muc nay c6
s6 dang ky véi ky hiéu VD-...-19 va hiéu lyc 05 nim ké tir ngay ky ban hanh Quyét
dinh nay.

2. Danh muc 17 thudc san xuét trong nude quan ly déc biét duge cép gidy ding
ky luu hanh tai Viét Nam hi¢u luc 03 ndm (Phy luc IT kém theo). Céc thudc tai Danh
muyc nay c6 sé ding ky véi ky hiéu QLDB-...-19 va hiéu luc 03 nim ké tir ngay ky
ban hanh Quyét dinh nay.

3. Danh muyc 03 thudc san xuét trong nude duge cap gidy dang ky luu hanh tai
Viét Nam hiéu luc 03 nam (Phu luc IIl kém theo). Céc thudc tai Danh muc nay cé sb
dang ky véi ky hiéu VD3-...-19 va hiéu luc 03 nim ké tir ngay ky ban hanh Quyét
dinh nay. '

4. Danh myc 07 thuc sén xuét gia cong trong nudc duge cap gidy dang ky luu
hanh tai Viét Nam hi€u lyc 05 nam (Phu luc IV kém theo). Cac thudc tai Danh muc
ndy c6 sb ding ky véi ky hiéu GC-...-19 va hiéu luc 05 nim ké tir ngay ky ban hanh
Quyét dinh nay.

Piéu 2. Co s& san xuit va co s& dang ky thubc cé trach nhiém:

1. Chap hanh dang cac quy, dinh c6 lién quan téi san xuét, luu hanh thude va
phai in so dang ky dugc B0 Y t€ cép lén nhén thudc.

' 2. Chi duoc san xuét, dua ra luu hanh cac thude kiém soat dac biét khi co Gié‘iy
chimg nhan du diéu kién kinh doanh duge pham vi kinh doanh thuéc phai kiém soat
dac biét phit hgp v6i pham vi hoat dong clia co s¢ dép timg quy dinh tai khoan 5 Piéu




143 Nghj dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh pht quy dinh chi tiét
mot s6 didu va bién phap thi hanh Luat Duogc.

3. Thue hién viéc cdp nhat tiéu chudn chét lugng cua thudce theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngdy 04/5/2018 cia Bo truong Bo Y té quy dinh vé
chat luong thudc, nguyén liéu lam thude.

4. Thuc hién, phdi hgp véi co s nhap khdu thuc hién theo ding quy dinh tai
cong vén s6 5853/QLD-CL ngay 19/4/2019 cta Cyc Quan ly Dugc vé viée kiém tra
chat lugng nguyén li¢u lam thuéc nhom sartan ddi véi cac thude thudc danh muc tai
Piéu 1 c6 chita duge chat thudc nhém sartan.

5. Cép nhat nhén thubc, t& huéng dan sir dung thude theo _quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 cua B§ truéng Bo Y té quy dinh ghi nhan
thude, nguyén ligu lam thudc va to huong dan st dung thudc theo ‘hinh thire thay d6i,
b sung gidy dang ky luu hanh thubc quy dinh tai Thong tu s6 32/2018/TT-BYT
ngay 12/11/2018 ctia B6 truéng Bo Y té doi véi thube chua cap nhét n6i dung nhén
thudc, t& huéng dan st dung thudc theo quy dinh tai Thong tu s6 01/2018/TT-BYT
ngay 18/01/2018 cua B§ truong B Y té, cu thé nhu sau:

a) Pdi véi thude thudc danh myc thude ddc va nguyén liéu déc lam thudc theo
quy dinh tai Théng tu sé 06/2017/TT-BYT ngay 03/5/2017 ctia B truéng Bo Y té vé
viéc ban hanh Danh muc thudc doc va nguyén liéu doc 1am thude: chi duge dua thude
ra luu hanh trén thj truong sau khi dugc Cuc Quan 1y Duge phé duyét ndi dung cip
nhat nay.

b) Déi véi cac thuoc khac phai thuc hién viéc cép nhét nay trong thoi han 06
thang ké tir ngay dugc clp gidy dang ky luu hanh.

6. Phéi hop véi céc co s& diéu tri dé thuc hién theo dung céc quy dinh hién
hanh vé thubc ké don, theo d3i an toan, hiéu qua, tic dung khéng mong mudn cua
thubc trén ngudi Viét Nam va téng hop, bdo céo theo dung quy dinh hién hanh moi
06 thang mot 1an vé& Cuc Quén ly Dugc - B6 Y t& Viét Nam déi véi cac thude thude
Phu lyc II ban hanh kém theo Quyét dinh nay (sb dang ky c6 ky hiéu QLDB-.....-19).

Bleu 3. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Piéu 4. Giam doc SO Y té c4c tinh, thanh phd truc thudc Trung wong va giam
doc co s& san xuét va co s ding ky c6 thudc tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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Doc 1ap - Tw do - Hanh phic

KY LUU HANH HIEU LUC 5 NAM - POT 166
Ban hanh kém theo Quyét dinh s8:4.%./QD-QLD, ngay«~3../41./..047

PHU LUC L. DANH MUC 748 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG

1. Cong ty dang ky: Chi nhanh céng ty o phan Armephaco- Xi nghiép dugc pham 150 (B/c:

112 Tran Hung Pago, phuong Pham Ngii Lao, Qudn 1, TP. Hé Chi Minh - Viét Nam)

1.I\Nha sin xudt: Chi nhanh cong ty ) phan Armephgco- Xi nghiép duwgc pham 150 (B/e: 112
Tran Hung Dao, phuong Pham Ngii Ldo, Qudn 1, TP. H6 Chi Minh - Viét Nam) '

i £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach £ :
i b o Ham lwgng ché tho |chuin dong goi ik ddng ky
1 |Amrfen 200 Dexibuprofen Vién nén bao| 36 |TCCS [Hop 10 vix 10 | VD-33234-19
200mg phim thang vién. Chai 100
vién
2 |Amrfen 300 Dexibuprofen Vién nén bao| 36 |TCCS |Hop 10 vix 10 | VD-33235-19
300mg phim thang vién. Chai 100
vién
3 |Amrfen 400 Dexibuprofen Vién nén bao| 36 [TCCS [Hop 10 vix 10 | VD-33236-19
400mg phim thang vién. Chai 100
vién
4 |Armbalin 150 Pregabalin 150mg |Vién nang 36 |[TCCS [Hop 10 vix 10 | VD-33237-19
cimg thang vién. Chai 100
vién
5 |Armeton 750 Nabumeton 750mg |Vién nén bao| 36 |TCCS |[Hop 10 vix 10 | VD-33238-19
phim thang vién (Al-PVC).
Chai HDPE 100
_ vién
6 |Armten 200 Ceftibuten (duai Vién nang 36 |TCCS [Hop1vix38 VD-33239-19
dang Ceftibuten cliing thang vién, hdp 1 vi x
hydrat) 200mg 10 vién nang
cing, vi bam
Al/Al va vi
Al/PVC
7 |Armten90 M3i géi 1,5 g chira: |Bét pha hdn | 36 |[TCCS |[Hop 10 gsix | VD-33240-19
Ceftibuten (dudi dichudng [théng 1,5g bot pha
dang Ceftibuten hén dich udng
dihydrat) 90mg
8 |Bromhexin 8mg Bromhexin Vién nang 36 |TCCS |Hop 20 vix 10 | VD-33241-19
hydroclorid 8mg cung thang vién. Chai 200
vién
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i Hoat chit chinh - | Dang bao |[Tudi| Tiéu | Quy cich P
¥IT Tom e Ham lwong ché tho |chuén dong goi wiiingly
723 |Paaracetamol 10mg/ml [Paracetamol Dung dich 36 |TCCS |Hop 1 tui VD-33956-19
10mg/1ml tiém truyén |thang 100ml; hop 1
tinh mach chai 100ml;
|thung 48 tai
100ml; thuing

48 chai 100ml

148. Cong ty diing ky: Céng ty TNHH SX-TM dwgc pham Thanh Nam (B/c: S6 34 - Pucng
Dang Tat - Phuong Tan Dinh - Qudn 1 - TP. Ho Chi Minh - Viét Nam)

148.1 Nha sin xuit: Chi nhinh cong ty TNHH SX-TM dwgc phdm Thanh Nam (D/c: 86 60 -
Dai I6 Déc ldp - KCN Viét Nam-Singapore - Phuong An Phii - Thi xd Thudn An - Tinh Binh Duong

- Viét Nam)
N Hoat chiit chinh - | Dang bao |Tudi| Tiéu | Quy cich £
okl Len thnoe Hion Tegiig cbt | thy |enifi| dongeer | S0 0Bk
724 |Acid folic Acid folic Smg Vién nén 36 |TCCS [Hop 04 vix 20 | VD-33957-19
thang vién
725 |Cinnarizin Cinnarizin 25mg Vién nén 36 |TCCS [Hop 08 vix 25 | VD-33958-19
______ thingl __|vién
726 |D-Cotylexsyl Clorphenesin Vién nén baof 36 (TCCS [Hop 05 vix 10 | VD-33959-19
carbamat 125mg dudng thang vién; Hop 10 vi
N x 10 vién
727 |Dextromethorphan 10  |Dextromethophan |Vién nén bao| 36 |TCCS |[Hop 10 vix 10 | VD-33960-19
HBr 10mg phim thang vién; Lo 100
vién
728 |Folic-Fe Acid folic Img; St |Vién nang 36 |TCCS |[Hop 03 vix 10 | VD-33961-19
fumarat 200mg clng thiang vién
729 |Methionin DL-methionin Vién nang 36 |TCCS [Lo 100 vién VD-33962-19
g cung thing
730 [Nabumeton Nabumeton 500mg |[Vién nén bao| 36 |TCCS |Hop 10 vix 10 | VD-33963-19
phim thang vién; Chai 100
vién; Chai 200
vién
731 {Nawtenim Diphenhydramin Vién nén 36 |TCCS [Hop 01 vix 20 | VD-33964-19
___________ ydrphlod S0me | pengl pem L
732 |Prednison Prednison 5mg Vién nang 36 |TCCS [Lo 200 vién VD-33965-19
climg (mau  |thang
trang - bac)
733 |Tana-Bupagic F Paracetamol 500mg; | Vién nén 36 |TCCS [Hop 10 vix 10 | VD-33966-19
Ibuprofen 200mg thang vién
734 |Tanacinadvin SC Ibuprofen 200mg  |Viénnén | 36 |TCCS [Hop05vi x | VD-33967-19

Trang 112




bao duong [thang 10 vién; Hop 10
vix 10 vién; Lo
100 vién; Lo
200 vién
735 |Taxanzan Paracetamol 325mg; | Vién nén 36 [TCCS |Hép 05 vix 20 | VD-33968-19
Ibuprofen 200mg thang| vién
736 |Telyniol day time Paracetamol 500mg; | Vién nén bao| 36 |TCCS [Hop 10 vix 10 [ VD-33969-19
Dextromethorphan |phim thang vién; Lo 100
10mg; Phenylephrin vién
HCI 5Smg
737 |Tnpbetasone Betamethason Vién nang 36 |TCCS |Hop10vix 10 | VD-33970-19
0,5mg cung thang vién; Lo 200
vién; Lo 500
vién
738 |Trivacintana forte Paracetamol 500mg; | Vién nén bao| 36 |TCCS [Hop 10 vix 10 | VD-33971-19
Cafein 25mg; phim thang vién; Lo 100
Phenylephrin vién
hydroclorid 5mg
739 |Weldogyl Spiramycin (twong |Vién nén bao| 36 |TCCS [Hop 02 vix 10 | VD-33972-19
tmg 750.000 IU) phim thang vién
183mg;
Metronidazole
125mg

149. Cong ty dang ky: Cong ty TNHH Thwong mai Dwgc Phi Lam Trang (D/c: S6 36, Ngdch
93/20, pho Hoang Van Thdi, phuong Khuong Trung, Qudn Thanh Xudn, Ha N¢i - Viét Nam)

149.1 Nha san xuat: Cong ty c6 phian Héa dwge Viét Nam (P/c: 192 Phé Pirc Giang, qudn Long
Bién, Ha N¢i - Viét Nam)

= £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céach £ 2y .
X 2 2 Sé d
st 16 tuee Ham lwegng ché tho [chuidn| dong goi L ORREN
740 |Hofatin MJdi 5ml chira: Hbn dich 36 |TCCS |Chai 30ml. VD-33974-19
Fexofenadin uong thang Chai 50ml.
hydrochlorid 30mg Chai 60ml. Hop
1 chai

150. Cong ty ding ky: Cong ty TNHH Thwong mai Dwgee Phi Lam Trang (D/c: S6 36, Ngdch
93/20, phé Hoang Vén Thdi, phwong Khwong Trung, TP. Ha Néi - Viét Nam)
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CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phiic

BO Y TE
CUC QUAN LY DUQC

PHU LUC IIL. DANH MUC 03 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG
KY LUU HANH HIEU LUC 3 NAM - PQT 166

Ban hanh kém theo Quyét dinh sé: (.2.)./QD-QLD, ngay-Li.../dl./.... i/ ]

1. Cong ty dang ky: (Co s¢" dat gia cong): Céng ty cb phan dugc phim & dich vu y té Khanh
Hoi (P/c: S6 01 - Duong Lé Thach - Phuong 12 - Qudn 4 - TP. Ho Chi Minh - Viét Nam)

1.1 Nha sin xuét: (Cé s& nhdn gia céng): Chi nhénh cong ty TNHH SX-TM dugc pham
Thanh Nam (P/c: S6 60 - Pai l6 Péc ldp - KCN Viét Nam-Singapore - Phwong An Phui - Thi xa
Thudn An - Tinh Binh Duong - Viét Nam)

As
Tuoi

33,3mg; Natri
benzoat 33,3mg;
Paracetamol 33,3mg

B £ Hoat chét chinh - | Dang bao Tiéu Quy cich Sé da .
) - n
AL FERINAG Ham lugng ché tho |chuén dong goi o ding Ly
1 [Toprevin Oxomemazin HCl |Vién nang 36 |TCCS |Hop 01 lg 24 VD3-26-19
1,65mg; Guaifenesin|ciing thang vién

2. Céng ty ding ky: Cong ty ¢b phin US Pharma Ha Ngi (P/c: S6 1 Giang Van Minh, phuong
Kim Ma, qudn Ba Dinh, Ha N¢i - Viét Nam)

2.1 Nha sin xuét: Cong ty ¢6 phan US Pharma USA (B/c: L6 BI-10, Puong D2, KCN Tdy Bic
Cii Chi, Tp.Hb Chi Minh - Viét Nam)

Clotrimazol 100mg;
Gentamicin (dudi
dang Gentamicin
sulfat) 10mg

£ Hoat chit chinh - | Dang bao Tubi| Tiéu Quy cach . :
i A 2 / Sod
al e Ham luwgng ché tho |chuén dong gobi e
2 |Topolac-US Mdi tuyp 10g chira |[Kem bdida | 36 |TCCS |[Hop 1 tuyp x VD3-27-19
Betamethason thang 10g
dipropionat 6,4mg;
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BOYTE

CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phic

GIAY PANG KY LUU HANH HIEU LUC 5 NAM - POT 166
Ban hanh kém theo Quyét dinh s6:22./QD-QLD, ngay «3./4(.1..2019

PHU LUC IV. DANH MUC 07 THUOC SAN XUAT GIA CONG TRONG NUGC PUQC CAP

1. Céong ty ding ky: (Co s& djt gia cong): Cong ty c6 phan dwgc phim & dich vu y té Khanh
Hoi (B/c: 86 01 - Duong Lé Thach - Phuong 12 - Qudn 4 - TP. H6 Chi Minh - Viét Nam)

1.1 Nha sin xuit: (Cé sé nhén gia cong): Chi nhanh cong ty TNHH SX-TM dugc pham
Thanh Nam (D/c: S6 60 - Dai I Djc lgp - KCN Viét Nam-Singapore - Phuwong An Phii - Thi xad
Thudn An - Tinh Binh Dwong - Viét Nam)

. i Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quycich | ¢g42 .\
il Londlnoe Ham lugng ché tho |chudn|  déng goi 0030 ky
1 |Bromhexin: Bromhexin Vién nén 36 |TCCS |Lo 200 vién; Lo| GC-326-19
hydroclorid 8mg (mau xanh) |thang 500 vién
2 |Calcium +D Calcium gluconate |Vién nén bao| 24 [TCCS |Hop 10 vix 10 GC-327-19
500mg; phim thang vién; Lo 100
Cholecalciferol vién
200U1
3 |De-Antilsic Piroxicam 10mg Vién nang 36 |[TCCS |Hop 01 vix 10 GC-328-19
cing thang| - vién; Hop 100
vi x 10 vién
4 |Ipalzac Acid mefenamic Vién nén 36 |TCCS [Hop 02 vix 10 GC-329-19
250mg thang vién; Hop 10 vi
x 10 vién _
5 [Kizemit-S Nhom hydroxyd gel |Vién nén 36 |TCCS |Hop 05 vix 20 GC-330-19
kho 200mg; nhai thang vién
Magnesi hydroxyd
200mg
6 |Salbutamol Salbutamol (duéi | Vién nén 36 [TCCS |Lo 100 vién; Lo| GC-331-19
dang Salbutamol thang 500 vién
sulfat) 2mg | T
7 |Taginyl N-Acetyl-DL-Leuci |Vién nén 36 |TCCS |Hop 02 vix 10 GC-332-19
n 500mg thang vién
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