CONG HOA XA HQI CHU NGHIA VIET NAM

DANAPHA Poc lap — Tu do — Hanh phiic

PHARMACEUTICAL JSC

S6 ..36%./2024-DNP

V/v: Thay déi quy cdch thudc tring
thau Carbamazepin 200 mg

Pa Néng, ngay 5 thdang 4 ndm 2024

Kinh giri- SO 'Y TE TINH BINH PHUGC

Loi diu tién, Cong ty C3 phin Dugc Danapha xin giri 16i cam on chan thanh dén Quy S&
Y té da ho‘p tac va tin dung cac san phdm cuia chiing t6i trong sudt thoi gian qua.

Cin cir Quyét dinh s 46/QP — SYT ngay 23/01/2024 ciia Giam dbc S¢' Y té tinh Binh
Phudc “Vé viéc phé duyét két qua lya chon nha thau g6i thdu mua thudc generic cho cac co s&
y té cong lap trén dia ban tinh Binh Phuéc dot 1 giai doan 2023 — 20257

Danapha d3 tring thdu mit hang Carbamazepin 200 mg (Ma phan 16: PP2300421269,
SPK: VD-23439-15) véi quy cach dong goi 1a Hop 1 lo x 100 vién. Tuy nhién, dé thuén tién
cho viéc cAp phét thubc tai cac co s kham chita bénh tryc thude S¢ Y té tinh Binh Phudc,
chiing t6i kinh d& nghj Quy S& Y té ddng y cho Danapha dugc chuyén dbi quy céch dong goi
sang Hop 10 vi x 10 vién, véi sb lugng hang héa cy thé nhu sau:

Quy cdch tring thiu: | Quy céch xin thay ddi:

Don Hop 1 lo x 100 vién Hp 10 vix 10 vién
Mai phén 16 Tén thude vi ; Lok - L
tinh So lrong So lwgng £ ;
tring thau da ban Stilgng con 131
PP2300421269 | CArbamazepin | v 480.000 5.000 475.000
200 mg : .

Cong ty Cb phin Dugc Danapha cam két ngoai sy thay ddi vé quy céch dong gbi trén,
khong c6 bt ky su thay déi nao v& tiéu chudn san xuét ciing nhu chét luong ciia thube.

R4t mong S& Y té tinh Binh Phudc xem xét va chép thuén.

Xin trdn trong cam om,/ﬂV
CONG TY CP DUQC DANAPHA
FMBOSDIEU HANH /¢
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CONG HOA XA Hol cm‘J NGHIA VIET NAM -
SOCTALIST REPUBLIC OF VIETNAM =)
Pioe 1ap - Ty do - Hanh phic :
independence - Frecdom - Happiness 1" s )
AP
Y PHEP LUU HANH SAN PHAM =~ .|
MARKETING AUTHORIZATION VY
Tén thube . Carbamazepin 200 mg hi 3
Name of Drug: " " \&
Thanh ph&n chinh, ham lwgng :  Carbamazepin 200 mg : 5\
Active Ingredients; Strength; \. - \
Qui cach déng géi, baoché - ;.  Hdp 1o x 100 vidn; Vién nén &1’

Packing Size, Dosage form:. '
Tidu chuln chét lwong. . : TCCs

Quality Specification: g h }
Han ding Sl :, 36thang £

Shelf. fife: t _ . sl
$6 gidy phép Iy hanh san phdm (SDK) VD-23439-15 % 1A
Marketing Authonzation Number; 2
S6 quyét dinh : > : 662/QD-QLD Ngay cép: 17/12/2015 '4‘?,
Approval Decision Number: Date of Issuance: .

Hiéu lyc ctia gidy phép luu hanh san phdm: c6 gia trj 05 ndm k& tir ngay chp

Expiration Date of this Marketing Authonzation: ‘ -
Tén co s& 83ng ky :  Céng ty cd phin dwoc Danapha bt
Name of Mdrketing Autharization Holder v
Dlachi - . : 253 DOng ST Thanh Khé, TP. Da Nang - Viét Nam ‘
Address: ;
Tén cor s& san xuht :  Céng ty cd phin dwgc Danapha
Name of Manufacturer: .
Bia chi : : : 253 Ding STThanh Khé, tp. DA N&ng - Viét Nam ,
Address: . 3
Tén co s& déng gobi
Name of Assembler
Dja chi >
i Address.
L
Hé NGi, ngdy 17 théng 12 nim 2015. (%
CUC TRUONG CUC QUAN LY DUQC 3ol
GENERAL-DIRECTOR OF YHE DRUG ADMINISTRATION OF VIETNAM ;/'"':

Ghi chid: (Note)

1- Gidy phép luu hanh s3n phdm nay duroc cip theo d
dzng ky thubc dd dwrgc B Y 18 pha duyét. W, O
This markefing authorfzation has been issued in accordance with thiygelslyy.. 4
o.apméved by the Vnmmg Mhumyéol Health. s .

2- Bat cir sir thay 40l nao vé ndl dung ctia giay phép phai 8w .
Cyc Quan Iy duge - BO Y té x&c nhan, TRUONG QUOC CUONG

Anyvanations of the contents of the markating suthorization are requited to ba
adopted by the Drug Adiministrstion of Viatnam.
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CONG HOA XA HQI CHU NGHIA VIET NAM
Poc Idp - Ty do - Hanh phiic

Ha Ngi, ngay 3O thdng 49 ndm 2016

Kinh gi: 'Congty cb phin duge Danapha B
Diachi: 253 Dfing St Thanh Khé, TP. D& Néng
Cyc Quan 1y Dugc rihén duge don ding ky thay abi aé ngé.y 14/07/2016"

ciia cong ty v& viéc bb sung quy cach déng g6i @6i véi thudc san xult trong
nwée da duge.chp sb dﬁng ky luu hanh,

Cin cir Thong tu sb 44/20 14/TT-BYT ngay 25/11/2014 ciia B trudong B
Y 1€ quy dinh viéc ding ky thube; Cin cfr Théng tur sb 06/2016/’1‘T-BYT ngay
08/03/2016 cia.Bo truéng B% Y t& huéng din gh1 rihén thudc;

Cén cit Blen ban thdm dinh hé so thay ddi/bd sung ctia cong ty, Cuc Quan
Iy Dugc ¢6 ¥ kién'nhur sau
' Pbng y & cong ty duoc bo sung quy céch déng g6i d6i véi thube
. Carbamazepin 200 mg, s6 ding ky VD-23439-15, cy thé nhu sau:
- Quy céch Géng goi-da duge phe duyét: Hop 01 lo x 100 vién;

- Quy cAch déng gbi bd sung: Hop 10 vi x 10 vién;

M?&u nhén cia quy céch déng gbi bd sung dugc dong déu x4c nhan cla
Cye Quén ly'Duge kém theo Cong vin nay.

Ngoai ngi dung dugc bb sung trén, tit ca cic ndi dung khée gitt nguyéie
nhur hd so déng ky thubc. hau tai Cyc Quan 1y Duge.

ong ty ding ky, nha sin xuit phai chju tréch nhiém v& chit luong 46i
véx thudc luu hanh trén thi trubng va cb trach nhu;m thong b4o sy bd sung néy
dén che co'quan lién quan va khéch hang.
Cuc Quan Iy Du'qo thong bao dé cong ty biét va thyc hién ding céc quy
dinh cta Viét Nam vé livu hanh thuée./.-

Ngih ng{gn KT. CUC TRUONG
- Nhu trén; TOrGL
- Linu: VT, PK (Hy). , [ s C TRUONG
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CONG HOA XA HQI CHU NGHIA VIET NAM
Poc 1dp - Tw do - Hanh phiic

Ha Ngi, ngay 30 thdng 12 nim 2022

QUYET DINH

dwgc gia han gidy diing ky Iwru hanh tai Viét Nam - Dot 182

CUC TRUONG CUC QUAN LY DUQC

Can cie Lugt Duoc sd 105/2016/QH13 ngay 06/4/2016;

Cdn cu Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cia Chinh phi quy dinh
chikc nang, nhiém vy, quyen han va co céu t6 chirc cia BY Y té;

Cén cir Théng tie 56 08/2022/TT-BYT ngay 05/09/2022 cua Bg truong Bo Y té
quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thudc;

Can cik Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 cia B¢ truong Bo Y té quy
dinh chirc nang, nhiém vy, quyén han va co cau 16 chitc cia Cuc Quan ly Duoc thuéc
B Y té;

Can cit két ludn ciia Hpi dong tw van cdp gidy déing ky leu hanh thudc, nguyén
liéu lam thuoc - By Y té;

Theo @ nghi cia Trudéng phong Pdng ky thuéc, Cuc Qudn ly Dugrc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 179 thudc san Xuit trong
nuée dugce gia han gidy ding ky hru hanh tai Viét Nam Dot 182. Céc thudc tai Danh
muc nay dugc gilt nguyén thong tin so dang ky da cap, cu thé:

1. Danh muc 172 thubc san xuat trong nudc duge gia han gidy ding ky luu hanh
tai Viét Nam c6 hiéu lwc 05 nim ké tir ngay ky ban hanh Quyét dinh nay (Phu luc I kém
theo).

2. Danh myc 07 thudc san xuat trong nudc duge gia han glay dang ky Iuu hanh
tai Viét Nam c6 hiéu luc 03 nim ké tir ngdy ky ban hanh Quyét dinh nay (Phu luc II
keém theo)

Piéu 2. Cor sO' san xuit va co s& dang ky thudc c6 trach nhiém:

1. San xuat thuoc theo ding cac h so, tai hcu da dang ky véi B Y té va phai in
s6 diang ky dugc BO Y té Vlet Nam c4p 1én nhan thudc.

2. Chi dugc san xudt, dwa ra lvu hanh céc thudc kiém soét ddc biét khi co Gidy
chirng nhéan da diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat dac
biét phu hqp vdi pham vi hoat dong cua co s¢ dap ng quy dinh tai khoan 5 Dleu 143
Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi tiét mot s6
diéu va bién phép thi hanh Luét Duoc.

3 Thuc hién viéc cip nhét tiéu chudn chit hrong ciia thudc theo quy dinh tai
Thong tu so 11/2018/TT-BYT ngay 04/5/2018 ctia B truong B Y té quy dinh vé chat
lugng thubc, nguyén lidu 1am thude.

4. Thyc hi¢n, phédi hop véi co s& nhap khau thyc hién theo dung quy dinh tai
Cong vén s6 5853/QLD-CL ngay 19/4/2019 cua Cyc Quan Iy Dugc ve viée kiém tra
chat lwgng nguyén ligu lam thudc nhém sartan dbi véi cac thudc thudc danh muc tai
Diéu 1 ¢6 chira dugc chét thugc nhém sartan.

5. Cap nhat nhan thubc, t& hudéng dén sir dung thude theo quy dinh tai Thong tu
s6 01/2018/TT-BYT ngay 18/01/2018 cia Bo tnrong B Y té quy dinh ghi nhin thudc,




nguyén liéu lam thudc va t& hudng dan st dung thude trong thoi han 06 thang 18 tir
ngay ky ban hanh Quyét dinh ndy, theo hinh thirc thay dbi, bb sung glay dang ky luvu
hanh thube quy dinh tai Thong tu s6 08/2022/TT-BYT. ,

6. Phéi hop vai cac co s& diéu tri dé thuc hién theo dung cac quy dmh hi¢n hanh
vé thudc ké don, theo ddi an toan, higu qua, tac dung khéng mong muon cua thuc trén
ngudi Viét Nam va tong hop, bdo cdo theo quy dinh tai Piéu 5 Thong tu s6 08/2022/TT-
BYT i véi cac thudc thudc Phu luc IT ban hanh kém theo Quyét dinh nay.

7. Co s dang ky thudc phai bao dim duy tri diéu kién hoat déng trong thoi gian
hiéu lyc cua gidy ding ky luu hanh thubc, nguyén liéu lam thuc. Trong trudng hop
khong con dap ng du diéu kién hoat ddng, co s& dang ky phai c6 trach nhiém thuc hién
thay d6i co s& ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi han
30 ngay ké tir ngay co s¢ ddng ky khong con du diéu kién hoat dong.

8. Co s& san xuét thudc  phai béo dam cac diéu kién hoat dong cua co s¢ san xut
trong thm han hiéu luc cia glay dang ky luu hanh thudc, nguyén liéu 1am thuoc

Pidu 3. Déi v6i cdc thube €6 thay d6i v& hd so hanh chinh (bao gdm nhin, to
huéng din sir dung thubc) trong hd so gia han, sau 12 thang ké tir ngay ban hanh Quyet
dinh nay, co s& khong dugc san xuat thubc vai cac ndi dung cii da dé nghi thay d6i.

Piéu 4. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 5. Giam d6c S¢ Y té cac tinh, thanh pho truc thudc Trung wong va Giam
dbc co s& san xuit va co so ding ky c6 thudc tai Diéu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhin:
- Nhu Diéu 5; _
- BT. Bao Hong Lan (dé b/c)
- TT. B6 Xuin Tuyén (de b/c);
- Cuc Quan y -B¢ Quédc phong, Cuc Y té - B Cong an;
- Cuc Y t GTVT - B Giao thong vén tai;
- Téng Cuc Hai quan - B§ Tai chinh;
- Bao hlem x4 hoi Viét Nam; o~ X \
-B4 Y té: Vu PC, Cyc QLYDCT, Cyc QLKCB, Thanh tra Vi Tuan Cuong
B§, Van phong HDTV cip GDKLH thuoc, NLLT;
- Vign KN thuéc TU, Vién KN thudc TP. HCM;
- Téng Céng ty Dugc Viét Nam - Cong ty CP;
- Cic Bénh vién, V1¢n c6 givong bcnh tr\rc thuc Bo Y té;
- Trung tdm mua sam tip trung thudc quoc gia;
- Cuc QLD: P.QLKDD, P.QLCLT, P.PCTTra, P.QLGT;
Website;
- Luu: VT, BKT.




Phu lucl

DANH MUC 172 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG

KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 182

(Ban héanh kém theo Quyét dinh s6.:834...../0P-QLD ngay30thdng 12ndm 2022
cua Cuc Quan ly Dugc)

1. Co s& ding ky: Cong ty Co pljﬁn Dugc Danapha (Dija chi: 253 Diing ST Thanh Khé, P. Thanh
Khé Tay, Q. Thanh Khé, TP. Pa Ning, Viét Nam)

1.1. Co s& san xuit: Cng ty Cb phiin Duwge Danapha (Dia chi: 253 Diing ST Thanh Khé, P. Thanh
Khé Tay, Q. Thanh Khé, TP. Da Nang, Vi¢t Nam)

STT | Tén thuoc Hoatchit | Dangbdo | Tuoi | Tiéu | Quycdch | Sodingky | Lan
chinh - Him ché tho | chudn | déng géi gia
lrgng (théng) han
1 Benzydamin Benzydamin Dung dich 36 TCCS | Hop 1lox | VD-19273-13 01
Throat Spray | hydroclorid thuoc xjt 15 ml '
0.3% 45mg/15ml hong
2 | Carbamazepin | Carbamazepin Vién nén 36 TCCS | Hop 1 lo x | VD-23439-15 01
200 mg 200mg 100 vién; C
_ Hop 10 vi NA
x 10 vién
3 | Cosaten Perindopril tert- [ Vién nén 36 TCCS | Hop3 vix | VD-18905-13 01+H8 |°:
butylamin 4mg 10 vién
4 | Danapha- Fexofenadin Vién nén 36 TCCS | Hop 1 vix | VD-24082-16 01
Telfadin hydroclorid bao phim 10 vién
60mg
5 | Darintab Sumatriptan Vién nén 36 TCCS | Hop 2 vix | VD-20630-14 01
(dudi dang bao phim 1 vién
Sumatriptan
succinat 70mg)
50mg
6 | Haloperidol Haloperidol Vién nén 36 TCCS | Hop 10 vi | VD-24085-16 01
1.5mg 1,5mg x 25 vién;
Hop 1 lox
400 vién
7 | Hi-Tavic Paracetamol Vién nén 36 TCCS | Hop 6 vix | VD-21805-14 01
325mg; bao phim 10 vién '
Tramadol
hydroclorid
37,5mg
8 | Lepigin 25 Clozapin 25mg | Viénnén 36 TCCS | Hop S vix | VD-22741-15 01
10 vién
9 | Meloxicam 15 | Meloxicam Dung dich 36 TCCS | Hop10 | VD-19814-13 01
mg/1,5 ml 15mg/1,5ml tiém ongx 1,5
ml
10 | Vitamin K1 Phytomenadion | Dung dich 36 TCCS | Hop 10 | VD-18191-13 01
10mg/1ml (Vitamin K1) tiém ong x 1ml
10mg/Iml

2. Co s¢ diing ky: Cong ty ¢6 phin Fresenius Kabi Vi¢t Nam (Pia chi: Khu vyrc 8, phuong Nhon

Phu, thanh phé Quy Nhon, Binh Dinh, Viét Nam)

1



2.1. Co s& san xuét: Cong ty c6 phan Fresenius Kabi Viét Nam (Dia chi: Khu vuc 8, phudng Nhon
Phu, thanh phé Quy Nhon, Binh Dinh, Viét Nam)

STT | Tén thuoc Hoat chat Dang bio Tudi | Tiéu | Quycach | Sodingky | Lan
chinh - Him ché. thg | chuin | déng goi gia
lwong (thang) : han
11 | Dextrose- | Mbi 500ml Dung dlch - 36 BP2021 | Chai nhya | VD-20309-13 01
Natri dung dich chira: | tiém truyen ‘ - 500 ml;
Glucose khan ' Thing 20
25g; Natri Chai x 500
clorid 2,25¢g ml ‘ -
12 | Gentamicin | Gentamicin Dung dich 36 TCCS | Hop10 | VD-22590-15 01
Kabi (dudi dang tiém ' bngx 1 ml
40mg/ml gentamicin
sulfat)
40mg/1ml
3. Co s& ding ky: Céng ty C6 phan tip doan Dwgc phim va Thwrong mai Sohaco (Dia chi: S6 5
Lang Ha, Phuong Thanh Céng, Quén Ba Dinh, Thanh phé Ha Néi, Vi¢t Nam)
3.1. Co s& san xuit: Cong ty C6 phin Dwgc phdm Me Di Sun (Dija chi: S5 521, Khu phd An Loi,
Phuong Hoa Loi, Thi xa Bén Cat, Tinh Binh Duong, Viét Nam)
STT | Ténthuoc | Hoatchat | Dangbdo | Tudi | Tiéu | Quycdch | Sodingky | Lan
chinh - Ham ché tho chuén dong goi gia
lwgng (thang) han
13 | Newstomaz | Simethicon Vién nang 36 TCCS | Hop3vix | VD-21865-14 01
: 300mg; Alverin mém 10 vién
citrat 60mg
4. Co s& ding ky: Cong ty co phan cdng nghé sinh hoc - dwge pham ICA (Dia chi: L6 10, duong
$6 5, KCN Viét Nam - Singapore, Thuan An, Binh Duong, Viét Nam)
4.1. Co s& sin xuét: Cong ty cb phin cng nghé sinh hoc - dwge phim ICA (Pja chi: L6 10, dudng
s6 5, KCN Viét Nam - Singapore, Thudn An, Binh Duong, Viét Nam)
STT | Tén thudc Hoat chit Dang bao Tuoi Tiéu Quy cich | So diing ky Lan
chinh - Ham ché tho chuén déng gbi gia
lrgng (thang) han
14 | Adagrin Sildenafil (dudi | Vién nén 36 TCCS | Hop1vix | VD-17818-12 01
: dang Sildenafil | bao phim 3 vién
, citrat) 100mg '
5. Co s& ding ky: Cong ty Co phian Dwgc - Trang thiét bi y té Binh Dinh (BIDIPHAR) (Pia chi:
498 Nguyén Thai Hoc, Phudng Quang Trung, Tp. Quy Nhon, Tinh Binh Binh, Viét Nam)
5.1. Co s& san xudt: Céng ty C6 phin Dugc - Trang thiét bj y té Binh Dinh (BIDIPHAR) (Dia
chi: 498 Nguyén Thai Hoc, Phudng Quang Trung, Tp. Quy Nhon, Tinh Binh Dinh, Viét Nam)
STT | Tén thuoc | Hoat chat chinh | Dang bao | Tudi Tiéu Quycich | Sodingky | Lén
- Ham hrgng ché tho chuén dong goi gia
(thang) han
15 | Alcohol 70° | Con 94° Dung dich 36 TCCS Chai 60 ml; | VS-4876-14 01
804,3ml/1000ml | dung ngoai Chai 500ml;
Chai 1000ml
16 | Berberin Berberin clorid Vién nang 24 TCCS Hop 20 vix | VD-19319-13 | 01
100mg cing 10 vién. Lo
100 vién
17 | Biceflexin | Cefalexin 500mg | Vién nang 36 DDVNV | Hop 10vix | VD-19841-13 | 01




Tén thudc

STT Hoatchat | Dangbao | Tudi | Tiéu | Quycich | Sodingky | Lin
chinh - Ham ché tho chuin | doéng géi gia
lrgng (thang) han
169 | Ambroxol | Ambroxol HCl | Vién nang 36 TCCS | Hop 10vi | VD-24040-15 01
30mg cung x 10 vién;
Lo 100
vién
170 | Vaslaselli | Trimetazidin Vién nén 36 TCCS | Hop2vix | VD-23412-15 01
dihydroclorid bao phim 30 vién
20mg
50. Co s& déing ky: Cong ty TNHH Thai Nakorn Patana Vlet Nam (Dla ch1 636 Nguyén Tat
Thanh, Phuong 9, TP Tuy Hoa, Tinh Pht Yén, Vi¢t Nam)
50.1. Co si san xuit: Cong ty TNHH Thai Nakorn Patana Viét Nam (Dia chi: 636 Nguyen T4t
Thanh, Phudng 9, TP Tuy Hoa, Tinh Phu Yén, Viét Nam)
STT | Tén thubc | Hoat chat chinh Dang Tudi Tiéu | Quy cach S0 diing ky Lan
- Ham lwrong bio ché tho chuin | déng géi gia
(thang) han
171 | Tiffy Dey | Paracetamol Vién nén 60 | TCCS | Hop25vi | VD-19229-13 01
500mg; X 4 vién
Chlorpheniramin
maleat 2mg; ' ’ ‘ :
Phenylephrin _ \q&
HCI 10mg : _

51. Co s& ding ky: Cong ty TNHH United International Pharma (Dia chi: S6 16 VSIP II, dud
s6 7, khu cong nghiép Viét Nam - Slngaporc II, khu lién hop céng nghiép - dich vu - d6 thi Bi
Duong, phudng Hoa Phi, thanh phd Thu Dau Mét, tinh Binh Duong, Viét Nam)

51.1. Co s san xuét: Cong ty TNHH United International Pharma (Dia chi: S6 16 VSIP II, dudng
s6 7, khu cong nghiép Viét Nam - Singapore 1I, khu lién hgp cong nghiép - dich vu - d6 thi Binh

Duong, phudng Hoa Phu, thanh phd Thi Dau Mét, tinh Binh Duong, Viét Nam)

STT | Tén thuoc Hoat chat Dang | bao | Tudi Tiéu | Quycaich | S6dingky | Lan
chinh - Ham ché tho chuén dong go6i gia
lwgng (thdng) han
172 | Fenoflex Fenofibrate Vién nén 24 TCCS | Hop 1vix | VD-21574-14 01
| 160mg bao phim ' 10 vién;
: : Hop 3 vix
10 vién
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