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CONG HOA XA HQ! CHU NGHlA VI$T NAM 
Dqc lap - Tv do - Hanh phucDANAPHA

PHARMACEUTICAL JSC

Da Nang, ngay 2$thang M nam 2024So: 965/24/CV-DAN
V/v: Thay doi thong tin san 
pham Sulpirid 50mg

Kinh gin: S6 Y TE TINH NINH THUAN
^ •. ,'**---- —I , , x

Cong ty po Phan Dugc Danapha xin gui loi cam cm chan thanh den Quy Bern vi da 

^^n-rjhiem su d\mg ede san pham cua chung toi trong suot thdri gian qua.

’ “"Cln cur v&o Quyet dinh so 08/QB-SYT ng^y 05/01/2024 cua Gi&m doc So Y te Ninh
SSZSSSBS^l

Thuan “Ve viec phe duyet ket qu^ l\ra chpn nha thau G6i so 01: Goi thau Thuoc Generic va 

vac xin nam 2023”.

fuE'iOY:-

Bang vSn b^in nay, Danapha xin dupe thong bao den Quy kh&ch hang ve viec thay doi 

mpt so npi dung cua san pham Sulpirid 50mg (Ma so: G11243; Hoat chat: Sulpirid) c6NC
Danapha san xuat. //s' f c_ ?}_

- Ten san pham

0^001

dU(
*\DANASulpirid 50mg

- Thay doi tir so 16 : 031024.
*

- Npi dung thay doi :

%Ss

Thong tin da du’pc 
pheduy^t

Thong tin cap nhat 
thay doi . C5n cir thay doi ‘STT

. Is
■ ' .T'-J

Quyet dinh so 181/QB-QLD ng^y 
21/03/2024 “Ve viec ban hanh 
Danh muc 881 thuoc s&n xuat 
trong nude dupe gia h^n giay 
dSng ky luu h^nh tai Viet Nam - 
Dpt 193” ciia Cue Qu£n ly Dupe.

So dang ky da cap:
VD-26682-17

So dang ky gia han: 
8931101391241

Cong van so 7842/QLD-BK
ngay 20/07/2023 V/v cong b6
danh myc npi dung thay doi
nh6 chi yeu diu thong bao theo

>
quy dinh tai khoan 2 Bieu 38 
Thong tu so 08/2022/TT-BYT 
(Bgt 6).

253 DOng ST Thanh 
Khe, Phudng Thanh 
Khe Tay, Quan Thanh 
Khe, Thanh pho Da 
Nlng, Vi^t Nam

253 Dung ST Thanh 
Khe, Thanh pho Da 
Nang, Vift Nam
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Thay doi mpt so trinh 
bay tren by mau nhan 
theo cong van dong y 
cua Cue Quan ly dupe

Cong van so 15288e/QLD-DK 
ngay 14/11/2023 ciia Cue Qu£n ly 
Dupe “V/v thay doi, bo sung doi 
veri thuoc da dupe cap GBKLH”

3
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f 2 X X» XCong ty cam ket, ngo&i su thay doi npi dung tren, khong co bat ky sy thay doi n^o ve 

tieu chuan s&n xuat va chat lugrng cua thuoc.

Tran trong thong b&o d£n Quy Don vi va rat mong nhan duyc sir hgfp tdc lau dai.
Xin tran trpng cam on.

CONG TY C6 PHAN Dir<?C DANAPHA 
GIAMi>6C DltUHANH^

ffv/dbm
jh/ co PHANM^y

rhs. <MJU Mi

Nai nh$n: 
- Nhif Iren 
-Lmi VT
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^yCHI NHANHVj 
Q/CONGTYCOPHANyo 
JlDLfOC DANAPHAjJ 
^\TAIKHANS®dia

l_yc: DANH MyC THU6C GENERIC VA VAC XIN

\\ ngh| thay d6i s6 dang ky

a c6ng vSn so 965/24/CV-DAN ng^y 29 th^ng 11 nSm 2024)

*h
Sd lirang 

cung u’ng theo 
Sd ding ky 
theo Quydt 
djnh 08/QD-

S6 lu’p’ng 
c6n lai cung 
i>ng theo sd 

ding ky 
thay d6i

S6 dAng ky 
theo Quyit 
djnh 08/00-

Tdn
thudc
trung
thlu

S6 dang ky 
thay d6i

Sd lu’O’ng 
trung thdu

Ma thudc Ten ca sd y tiIT DVT

SYT
SYT

B$nh vidn Chuydn khoa Da lidu - Tdm thin Tinh Ninh Thudn 599.980500.000

Trung Tdm Y Te Huydn Ninh Hai 13.80013.800Sulpirid
50mg1 G11243 Vidn VD-26682-17 893110139124

Trung Tdm Y Ti huydn Ninh Son 20.02019.980*40.000

Trung tdm Y te thdnh phi Phan Rang - Thdp Chdm 13.55021.45035.000

t6ng 655.210 33.570588.800



KyWi: Cue Quin 
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o^uan:

MM CONG HOA XA HOI CHU NGHIA VIET NAM 
B$c lap - Tu* do - Hanh phiic
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V/ C6 FHAIN 
5 / frlr' 1

QLD Ha Ngi, ngay 21 thdng 03 nam 2024

4&&ph6 ©h QUYET BINH 
Ve viec ban hanh Danh muc $81 thuoc san xuat trong niroc 
dirg’c gia han giay dang ky liru hanh tai Viet Nam - Dgt 193

eye TRtTonvG eye quan ly disqc

Can cuLudt Dupe so 105/2016/QH13 ngdy 06/4/2016;
Can cuNghi djnh so 95/2022/ND-CP ngdy 15/11/2022 cua Chink phu quy dinh 

chuc ndng, nhiem vu, qi4yen han vd co cdu to chvrc cua Bq Y te;
Can cu Quyet dinh so 1969/QD-BYT ngdy 26/4/2023 cua Bq truemg Bq Y te quy 

dinh chuc ndng, nhiem vu, quyen han vd co cdu to chuc cua Cue Quan ly Duqc thuQC 
Bq Yd;

Can cu Thong tu sd 08/2022/TT-BYT ngdy 05/09/2022 cua Bq truong Bq Y ti 
quy dinh viec dang ky luu hanh thuoc, nguyen lieu lam thuoc;

Can cu ket ludn cua HqI dong tu van cap gidy dang ky luu hanh thuoc, nguyen 
lieu lam thuoc - Bq Y te deft 193 tai Cong van so 15/HDTV-VPHD ngdy 19/02/2024 
cua Van phong HqI dong tu van cap GDKLH thuoc, nguyen lieu lam thuoc;

Theo de nghi cua Truong phdng Dang ky thuoc, Cue Quan ly Duqc.

QUYET DINH:

Dieu 1. Ban hanh kern theo Quyet dinh nay danh muc 881 thuoc s&n xuat trong 
nude dirge gia han giay dang ky luu hanh tai Viet Nam - Dgt 193, cy the:

* * f

1. Danh muc 595 thuoc s£n xuat trong nude dugc gia han giay dSng ky luu 
hanh hieu lye 05 n3m {Phu luc 1 kem theo).

t f t

2. Danh muc 285 thuoc s&n xuat trong nude dugc gia han giay dang ky luu 
hanh hieu lyc 03 nam {Phu luc II kem theo).

3. Danh myc 01 thuoc s£n xuat trong nude dugc gia han giay d&ng ky luu hanh 
hi?u lire d4n 31/12/2025 {Phu luc 111 kem theo).

Dieu 2, Co sd sin xuat va co sd ding ky thuoc cd trach nhifm:
1. Sin xuat thuoc theo dung cic ho so, tii li§u di ding ky vdi Bg Y te vi phii 

in so ding ky dugc Bg Y te Viet Nam cap len nhan thude.
9 9+ 9

2. Chi dugc sin xuat, dua ra luu hinh cac thuoc kiem soit die bigt khi cd Giay 
chung nhan du dieu kien kinh doanh dugc pham vi kinh doanh thuoc phii ki6m soat 
die biet phu hgp vdi pham vi boat dgng cua ccr sd dap ung quy dinh tai khoin 5 Dieu 
143 Nghj dinh so 54/2017/ND-CP ngiy 08/5/2017 cua Chinh phu quy dinh chi tiet mot 
so dieu vi bign phip thi hanh Luat Dugc.

3. Thuc hign viec cap nhat tieu chuan chat lugng cua thuoc theo quy djnh tai 
Thong tu so 11/2018/TT-BYT ngay 04/5/2018 cua Bo trudng Bg Y te quy dinh ve 
chat lugng thuoc, nguyen lieu lam thuoc.

t 9 9

4. Thuoc dugc gia han giay ding ky luu hanh tai Quyet djnh niy nhung chua 
ngp h6 so cap nhat ngi dung nhan thude, td hudng din su dung thude theo quy djnh 
cua Thdng tu 01/2018/TT-BYT ngay 18/01/2018 cua Bg trudng Bg Y te thi phii thuc

q:

A
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hien cap nhat theo quy dinh tai di6m b Khoan 1 Dieu 37 Thong tu s6 01/2018/TT-BYT 
trong thdfi han 12 thang kl tu ngay dirac gia han giiy dang ky luu hanh.

5. Sau 12 thang ke tir ngay ky ban hanh Quylt dinh nay, cac thu6c duoc gia han 
gi&y dang ky luu hanh theo Quy§t dinh nay co thay d6i vb npi dung hanh chinh (bao 
gom ca mau nhan va to hudng dan su dung thuoc) phai san xuat va luu hanh vai cac 
noi dung da duoc phe duyet thay d6i trong h6 so gia han.

6. Co so dang ky thuoc phai bao dam duy tri dieu kien hoat dong trong thoi gian 
hieu lire cua giay dang ky luu hanh thuoc, nguyen lieu lam thuoc. Trong truong hop 
khong con dap ung dii didu kien hoar, dong, co so dang ky phai co trach nhiem thuc 
hien thay d6i co so dang ky theo quy dinh tai Thong tu so 08/2022/TT-BYT trong thoi 
han 30 ngay ke tu ngay co so dang ky khong con du dieu ki$n hoat dong.

7. Co so san xuat thuoc phai bao dam cac dieu kien hoat dong cua ca sa san 
xuat trong thoi han hieu lire cua giay dang ky luu hanh thuoc, nguyen lieu lam thude.

8. Cac thuoc duoc gia han giay dang ky luu hanh tai Quyet dinh nay duoc tiep 
tuc su- dung so dang ky da cap truac khi gia han trong thoi han toi da 12 thang ke tu 
ngay duoc cap so ddng ky gia han theo quy dinh tai Phu luc VI ban hanh kem theo 
thong tu s6 08/2022/TT-BYT.

9. Phoi hop vdi cac ca sd dieu tri de thuc hien theo dung cac quy dinh hien
\ • f . r

hanh ve thuoc ke dan, theo doi an toan, hieu qua, tac dung khong mong muon cua 
thu6c tren ngudi Viet Nam va t6ng hep, bao cao theo quy dinh tai Dieu 5 Thong tu so 
08/2022/TT-BYT doi vdi cac thuoc trong Phu luc II ban hanh kem theo Quyet dinh 
nay.

Bibu 3. Quydt dinh nay co hieu l\rc kb tu ngay ky ban hanh.
Diiu 4. Giam doc Sd Y te cac tinh, thanh phd true thuoc Trung uang va Giam

/ r ' ' \doc ca sd san xuat va ca sd dang ky co thuoc tai Dieu 1 chiu trach nhiem thi hanh 
Quyet dinh nay./.
N&inhan:
- Nhir Dieu 4;
- BT. Dao Hong Lan (de b/c);
- TT. Do Xuan Tuyen (de b/c);
- Cyc Quan y - B<? Quoc phong, Cyc Y te - Bp Cong an; |°
- Cyc Y te GTVT - Bp Giao thong vyn tai;
- Tong Cyc Hai quan - Bp Tai chinh; N
- Bdo hiem xa hoi Vipt Nam;
- Bp Y te: Vy PC, Cue QLYDCT, Cyc QLKCB, Thanh tra 
Bp, Van phong HDTV cap GDKLH thuoc, NLLT;
- Vipn KN thuoc TU', Vipn KN thuoc TP. HCM;
- Tong Cong ty Dupfc Vipt Nam - Cong ty CP;
- Cac Bpnh vipn, Vipn co giuemg bpnh tryc tliupc Bp Y te;
- Trung tarn mua sam tap trung thuoc quoc gi a;
- Cyc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;
- Liru: VT, DKT (C.H) (02b).
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DANH MyC 595 THU6C SAN XUAT TRONG NlTdC DlfQfC GIA HAN GUY DANG KY LUtJ HANH

TAI VlfT NAM HI$U Ll/C 05 NAM - DgfJ 193
(Kent theo Quyet dink so 181 /QD-QLD rtgay 21 thang 03 nam 2024

cua Cue Quart ly Dupe)

So dSng ky 
gia han 

(So dang ky 
da cap)

So lan 
gia han

Boat chat chinh - 
Ham Iwyng

TuoiTen thuoc Dang bao Quy each dong goi rm* aTieu
chuan

SIT
che thp

(thang)

(2) (3) (4) (6) (9)(1) (5) (7) (8)
1. Co’ sir dang ky: Cong ty co phan Cong nghf sinh hgc - Dirge pham ICA (Dia chi: Ld 
VigtNam-Singapore, thj xa Thu|in An, tinh Binh Dirong, Vigt Nam)
1.1. Co1 so’san xuat: Cong ty co phan Cong nghg sinh hgc - Dirge pham ICA (Bja chi: L6 10, dirong so 5, khu cong nghigp 
ViftNam-Singapore, thj x5 Thugn An, tinh Binh Dirong, Vigt Nam)

0, dirong so 5, khu cong ngjiigp

Coxlec Celecoxib 200mg Vien nang Hgp 2 vi x 10 vien, 
cung

1 NSX 36 893110136424 I
vi PVC-Alu (VD-18668-13)

2. Co’ so1 dSng ky: Cong ty co phan Dirge - vat tir y te Nghf An (Dja chi: So 68 dirong Nguyen Sy Sach, phirbng Hung 
Phuc, thanh pho Vinh, tinh Nghg An, VigtNam)
2.1. Cffsor san xuat: Cong ty co phan Dirg'c - vat tir y te Nghg An (Dja chi: So 68 dirong Nguyln Sy Sach, phirong Hung 
Phuc, thanh pho Vinh, tinh Nghg An, Vigt Nam)

DNAStomat2 Omeprazol (dudri 
d^ng pellet 
Omeprazol 8,5%: 
235,3mg) 20mg

Hgp 10 vi x 10 vien, 
vi nhom/nhom; Hgp 
1 Ip x 14 vien, lg 
HDPE

Vien nang 
cirng

NSX 36 893110136524
(VD-24933-16)

1
:<!
:C
l

A
3. Co’ so’ dang ky: Cong ty cb phan Dirge - Vat tir y te Thanh H6a (Dja chi: So 232 Tran Phu, phirbng Lam Son, thanh pho Nv 
Thanh H6a, tinh Thanh H6a, Vigt Nam)
3.1. Co so san xuat: Cong ty co phan Dirge - Vat tir y te Thanh Hoa (Dja chi: So 04 dirong Quang Trung, phirong Ngpc 
Tr^o, thanh pho Thanh H6a, tinh Thanh H6a, Vigt Nam)

ty

Amoxicilin 
500 mg

Amoxicilin (dirdri 
dgng Amoxicilin 
trihydrat compacted) 
500mg

3 Vien nang 
cirng

Hpp 10 vi x 10 vien; 
Hpp 20 vi x 10 vien; 
Hpp 50 vi x 10 vien

DBVN 893110136624
(VD-24941-16)

24 1
V

Ampicilin (dudi 
dang Ampicilin 
trihydrat) 500mg

Ampicilin 
500 mg

Hpp 10 vi x 10 vien; 
Hpp 20 vi x 10 vi; 
Hpp 50 vi x 10 vien

4 Vien nang 
cong

DBVN 893110136724
(VD-24396-16)

24 1
V

Diclofenac Diclofenac natri 
50mg

Hpp 10 vi x 10 vien5 Vien ndn 
bao tan 
trong rupt

DBVN 893110136824
(VD-21946-14)

24 1
rv

Glimethepharm6 Glimepirid 2mg Vien ndn Hpp 3 vi x 10 vien; 
Hpp 10 vi x 10 vien; 
Hpp 50 vi x 10 vien

893110136924
(VD-30657-18)

NSX 36 1

Gut C thepharm Colchicin Img Hpp 1 vi x 20 vienVi6n n6n NSX 893115137024
(VD-22270-15)

7 36 1

Thuoc bpt 
pha hon 
djeh uong

Mectathepharm Diosmectite 3g8 Hpp 30 goi x 4g NSX 36 893100137124 
(VD-19554-13)

1

Ptu Thepharm Propylthiouracil
50mg

9 Vien ndn Hpp 4 vi x 25 vien; 
Hpp 10 vi x 25 
Vien; Hpp 1 Ipx 
100 vien

DBVN 893110137224 
(VD-18800-13)

36 1
V



dieHam lirong chuan thQ gia han 
(So dang ky 

da cap)

gia han
(thang)

(1) (2) (3) (4) (5) (6) (7) (8) (9)
10 Soluthepharm 4 Methylprednisolon Vien n6n Hpp 1 goix 10 vix 

10 vien; Hqp 20 vi x 
10 vien; H0p 50 vix 
10 vien

DBVN 36 893110137324 
(VD-18803-13)

1
4mg V

11 Spiramycin 1,5 
M.LU

Spiramycin
1.500.000IU

Vien n£n 
bao phim

Hpp 2 vi x 8 vien DBVN 36 893110137424
(VD-19561-13)

1
IV

12 Thephamox Amoxicilin (dirdi 
d^ng amoxicilin 
trihydrat) 500mg

Vien nang 
cung

Hpp 10 vi x 10 vien NSX 24 893110137524
(VD-17662-12)

1

4. Co- s<V dang ky: Cong ty co phan diroc Apimed (Dia chi: 263/9 Ly Thuong Kift, Phuong 15, Quan 11, thanh pho H6 Chi 
Minh, ViftNam)

4.1, Casasan xuat: Cong ty co phan dirpc Apimed (Dia chi: DuongNl, cpm cong nghiep Phu Thanh - Vinh Thanh, xa 
VInh Thanh, huy^n Nhon Trach, tinh Dong Nai, ViQt Nam)

Glimepirid 2mg13 Apiryl 2 Vien nen Hqp 3 vi x 10 vien, 
vi nhom/nhom

USP38 24 893110137624 
(VD-31029-18)

1

Glimepirid 3mg Hqp 3 vi x 10 vien, 
vi nhom/nhom

14 Apiryl 3 Vien nen USP 44 24 893110137724 
(VD-31030-18)

1

Hqp 3 vi x 10 vien, 
vi nhom/nhom

Apiryl 4 Glimepirid 4mg Vien nen USP 44 24 893110137824 
(VD-31031-18)

115

Hqp 2 vi x 14 vienApival 160 Valsartan 160mg Vien nen 
bao phim

USP 40 24 893110137924.
(VD-30219-18)

116

Valsartan 160mg;
Hydroclorothiazid
25mg

Hqp 2 vi x 14 vien 893110138024
(VD-30913-18)

Apival Plus 
160/25

Vien nen 
bao phim

USP 38 24 117

Moi tuyp lOg chua: 
Ketoconazol 200mg

Ketoderm Kem boi Hqp 1 tuyp x lOg; 
tuyp nhom

NSX 24 893100138124
(VD-29619-18)

118
da

Hqp 3 vi x 10 vien19 Lyapi150 Pregabalin 150mg Vien nang 
cung

NSX 24 893110138224 
(VD-31033-18)

1

5. Co’ so’ dang ky: Cong ty co phan Diroc Danapha (Dja c li: 253 Dung ST Thanh Khe, Phuang Thanh Khe Tay, Quan 
Thanh Khe, TP. Da Nlng, Viet Nam)
5.1. Co so’ san xuat: Cong ty co phan Diro’c Danapha (Dia chi: 253 Dung ST Thanh Khe, Phuang Thanh Khe Tay, Quan 
Thanh Khe, TP. Da Nlng, Vi$t Nam)

Ambroxol Ambroxol HC1 
15mg/5ml

Hqp 1 chai x 60ml20 Siro NSX 36 893100138324
(VD-21200-14)

1

Aminazin 25mg Clorpromazin 
hydroclorid 25mg

Hqp 1 1q x 500 vien; 
Hqp 1 1q x 200 vien; 
Hqp 10 vi x 20 vien

21 Vien nen 
bao phim

NSX 36 893115138424
(VD-24680-16)

1

22 Citalopram 20 mg Citalopram (duai 
dang citalopram 
hydrobromid) 20mg

Vien nen 
bao phim

Hqp 3 vi x 10 vien; 
Hqp 10 vi x 10 vien, 
vi Alu/PVC hoac 
Alu/Alu

NSX 36 893110138524
(VD-30230-18)

1

Danapha-Trihex 2 Trihexyphenidyl 
hydroclorid 2mg

23 Vien nen Hqp 5 vi x 20 vien NSX 36 893110138624
(VD-26674-17)

1

Methadon
hydroclorid

24 Methadon Dung dich 
uong

Chai 1000ml, Chai 
100ml, nhya

NSX 36 893111138724
(VD-27703-17)

1

1 A AAA__ 1
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che chuanHam lirgng gia ban 

(So d&ng ky 
da cap)

gia banthQ
(thdng)

(2)(1) (3) (4) (5) (6) (7) (8) (9)
Hpp 4 ong x 15ml25 Neuropyl 3g Piracetam 3g/l 5ml Dung djch 

tiem
NSX 36 893110138824

(VD-19271-13)
1

Moi ong 2m I chira: 
Papaverin 
hydroclorid 40mg

H6p 10 ong x 2ml26 Papaverin 2% Dung djch 
tiem

NSX 36 893110138924
(VD-26681-17)

1

Hpp 10 ong x 1ml27 Salzenbu Salbutamol (diroi 
d^ng Salbutamol 
sulfat 0,6 mg) 
0,5mg/lml

Dung djch 
tiem

NSX 36 893115139024
(VD-2$792-18)

1

28 Sulpirid 50mg Sulpirid 50mg Vien n6n Hpp 2 vi x 15 vien NSX 36 893110139124
(VD-26682-17)

1

6. Co s<y dang ky: Cong ty co phan Dw^c Dong Nai (Bja chi: So 221 B, dirong Ph^m VSn Thu$n, phuong Tan Tien, thanh 
pho Bien Hoa, tinh Dong Nai, Vipt Nam)
6.1. Co's&san xuat: Cong ty co phan Dir^c Dong Nai (Bja chi: So 221 B, dirfimg Ph^un V3n Thuin, phudng Tan Tien, th&nh 
pho Bien Hoa, tinh Dong Nai, Vi?t Nam)

29 Benthasone Betamethason 0,5mg Vien n6n Hpp 10 vi x 15 vien, 
vi nhom PVC; Chai 
500 vien, HDPE

NSX 36 893110139224
(VD-22402-15)

1 01

N*
P

30 Budolfen Paracetamol 325mg; 
Ibuprofen 200mg

Vien nang 
cung

Hpp 10 vi x 10 vien 
(vi nhom/PVC); 
Chai 100 vien, Chai 
200 vien (HDPE)

NSX 36 893100139324
(VD-27706-17)

1 U

31 Secrogyl Spiramycin 
750.000IU; 
Metronidazol 125mg

Vien n6n 
bao phim

Hqp 2 vi x 10 vien, 
hQp lOvix 10 vien, 
(vi nhom/PVC)

NSX 36 893115139424
(VD-22754-15)

1

32 Steron-Amtex Cinnarizin 25mg Vien n6n Hpp 7 vi x 7 vien, 
Hpp 10 vi x 10 vien, 
vi AL/AL; Hpp 10 
vi x 25 vien, vi 
AL/PVC; Chai 300 
vi6n, Chai 500 vi£n 
(HDPE)

NSX 36 893110139524
(VD-29629-18)

1

Sulfareptol 480 Sulfamethoxazol
400mg;
Trimethoprim 80mg

33 Vien nang 
curng

Hpp 10 vi x 10 vien; 
Chai 100 vien; Chai 
200 vien

NSX 36 893110139624
(VD-26690-17)

1

Sulfareptol 96034 Sulfamethoxazol
800mg;
Trimethoprim 160mg

Vien n6n Hpp 10 vi x 10 vien NSX 36 893110139724
(VD-25096-16)

1

35 Zincoxia 90 Etoricoxib 90mg Vien ndn 
bao phim

Hpp 03 vi x 10 vien, 
Hpp 10 vi x 10 vien, 
vi nhom- PVC

NSX 36 8931110139824
(VD37710-17)

1

7. Co s<V dang ky: Cong ty Co phan DirocHa TTnh (Dja chi: So 167, dirdmgHaHuy T|ip, phirdngNam Ha, TP Ha TTnh, 
Tinh Ha Tinh, ViptNam)
7.1. Co’sosan xuat: Cong ty Co phan Diryc Ha Tinh (Dja chi: So 167, dirong Ha Huy T^p, phubngNam^Ha, TP Ha TTnh, 
Tinh Ha TTnh, Vipt Nam) jl
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che chuanHam iirong tho gia ban 
(So dang ky 

da cap)

gia ban
(thang)

(1) (2) (3) (4) (5) (6) (7) (8) (9)
595 Bromhexin Bromhexin HC1 8mg Vien nen , L<? 200 vien; Lo 500 

vien, PP
•NSX 36 893600195824

(GC-300-18)
1

Ghi chu:
1. Cach ghi tieu chuan chat hrpng thudc tai CQt (6):
- Nha sdn xudt (NSX), Tieu chuan nhd sdn xudt (TCNSX), Tieu chuan ca so (TCCS), In-house co y nghia tuong chcong nhau, 
la tieu chuan chat luong thudc do co so sdn xudt xdy dung vd deu co thi duoc ghi tren nhan thudc.
- Cdch viet tat cdc tieu chuan chdt hepng dupe dien: Diroc dien Viet Nam (DDVN), Dupe dien Anh (BP), Duoc dien My 
(USP), Duoc dien Nhdt Ban (JP), Dupe dien Trung Quoc (CP), Duoc dien Chau du (EP), Dupe dien Qudc te (IP)...
2. So dang ky tai cot (8):
- S6 dang ky gia han Id sd dang ky dupe cap theo quy d(nh tai Phu luc VI Thong tu 08/2022/TT-BYT ngdy 05/09/2022 cua Bo 
truong Bq Y te quy dinh vige dang ky luu hdnh thudc, ngityen H4u lam thudc.
- Sd dang ky da cap (dupe ghi trong ngoac don) Id sd dang ky da dupe cap trude khi thudc dupe gia han theo quyet dinh nay.
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202} 11:40:43 
+07:00

A

BQYTE
eye QUAN LY DirgfC

CONG HOA XA HOI CHU NGHIA VIET NAM 
Dqc lap - Tit do - Hanh phuc

S6: 7842 /QLD-BK 
V/v cong bo danh muc npi dung 

thay doi nh6 chi yeu cau thong bao 
theo quy dinh tai kho&n 2 Dieu 38 

Thong tir s6 68/2022/TT-BYT 
(Dort6)

Hd Noi, ngdy 20 thdng 07 ndm 2023

Kinh gui: Cac ca so dang ky, co so san xuat thuoc luu hanh tai Viet Nam

Thuc hien quy dinh tai Khoan 2 Di§u 38 Thong tu sd 08/2022/TT-BYT 

ngay 05/9/2022 cua Bp Y te quy dinh viec dang ky luu hanh thuoc, nguyen lieu 

lam thuoc,
Cue Quan ly Dupe thong bao:
1. Cong bo danh muc npi dung thay doi nho chi yeu cau thong bao theo 

quy dinh tai Khoan 2 Dieu 38 Thong tu so 08/2022/TT-BYT (Dpt 6) tai Phu luc 

dinh kem cong van nay.
2. Danh muc noi dung thay doi nho chi yeu cau thong bao dupe dang tai 

tren Trang thong tin dien tu cua Cue Quan ly Dupe tai dia chi: 
https://dav.gov.vn.

3. Doi vai cac thuoc, nguyen lieu lam thuoc trong danh muc da thuc hien 

thay doi, bo sung trong qua trinh luu hanh hoac co dinh chinh thong tin lien 

quan den giay dang ky luu hanh thuoc, nguyen lieu lam thuoc, doanh nghiep 

xuat trinh van ban da dupe phe duyet hoac xac nhan cua Bp Y te (Cue Quan ly 

Dupe) vai cac ca quan, don vi lien quan de thuc hien theo quy dinh phap luat.
4. Ca sa dupe thuc hien va chiu hoan toan trach nhiem doi vai npi dung 

thay doi nho chi yeu cau thong bao ke tu ngay tiep nhan ghi tren phieu tiep nhan 

ho sa. Ca sa dang ky thuoc, ca sa san xuat chiu trach nhiem truac phap luat ve 

tinh chinh xac, trung thuc cua thong tin thay doi bo sung chi yeu cau thong bao, 
thuc hien luu tru ho sa, tai lieu de ca quan co tham quyen hau kiem theo quy 

djnh tai Khoan 2 Di6u 38 Thong tu s6 08/2022/TT-BYT.
Trong qua trinh thuc hien neu co kho khan vuang m&c, dl nghi thong bao

' * r

ve Cue Quan ly Dupe de kjp thai giai quyet.
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Cue Quan ly Dugc thong bao de cac ca sa biet va thuc hien dung cac quy 

dinh hien hanh./.
Nainhan:
- Nhir tren;
- TTr. Do Xuan Tuyen (de b/c);
- Guc tnrang (de b/c);
- PCX Nguyen Thanh Lam (de b/c);
- Scr Y te ede tinh, thanh pho true thupc Trung uang;
- Cue Quan Y - Bo Quoc phdng, Cgc Y te - Bp Cong an; jluj LY
Cyc Y te GTVT - Bo Giao thong vyn tai.
- Tong Cyc Hai quan - Bp T^i chinh;
- Bao hiem Xa hpi Vipt Nam;
- Bp Y t& Vy PC, Cyc QLYDCT, Cyc QLKCB, Thanh tra 
Bp.
- Vipn KN thuoc W, Vipn KN thu6c TP. HCM;
- Tong Cong ty Dupe VN-CTCP; Cac Cong ty XNK dupe 
pham;
- Cic Bpnh vipn & Vipn c6 giuong bpnh tryc thupc BYT;
- Cac phong Cyc QLD: QLGT, QLKDD, QLCLT, PCHN,
VP Cue; Website Cyc QLD.
- Luu: VT, DKT.

TL. cyc TRlTpfNG 
TRirdNG PHONG DANG KY 

THUOC

I
v

.\<r

4
v x:;:==;;;!Nguyen Van Loi



Phy lyc
DANH Myc NOl DUNG THAY D6l NHO CHI YEU CAU THdNG BAD THEO QUY DJNB TAIKHOAN 2 Dlfcu 38 THdNG TU- s6 08/2022/TT-BYT 

(Kim theo C6ng vin sjJ^^^LD-DK Q’J /2023cuaCycQuinl^ Duyc)

Ccrsiun salt Mi tiep nh|n bo Ngiy twp bHSd N^i dung de nghj (hav dit/Mi phin lofl 091 dnnf* 
tfamy dot/bo ■

l^D rhuoc So ding kf UMiig tin cip nhpt tbav doiCo to ding TbSog tin di dvoc phe duy^
nt

C5ag ty co phan docjc
j^uin Quing Bmh

Cdng ty d phin dir^
phazn Quing Btnh

Ibay 0& tidu chuan chat lifpng dime chit, la dupe khi c|p
nhet ptuen biocua cling dope diin IM: V-S’6)

H Elllllllltl n •imi-ii 5593T1>TN IllllfitU > II elrooil 1 :dI II illl 
! Ir>|<|iiiiiiil SiiiEl [Si.|il) II Illl
3. Tinhboi siniDDVNIV
4. PolyvinylpyrroikloEi (Povidui K30): DDVNIV
5. MsgDtsisteerit. DDVN IV
6. Talc: DDVN IV

1. Mctrondazol: BP h^nhinb (BP 2022)
2. PicgeUtiniaod SUEredi (ncagcl) BP Nio birth (BP 2022)
3. Tilth b* sin: DDVN htfo birth (DDVN V)
4. Polyvmy(pyrrolidem (Povidon K30): DDVN hi&t hinh (DDVN V)
5. Magnesi Scant: DDVN btea hinh (DDVN V)
6. Talc: DDVN Wen hhch (DDVN V)

Cdng ty co pban dtroc 
phim Quing Rrnh

Cong ty co phni diityc 
pbim Quing Blnb

They JlS Leo chain chi: hrpng dime chav ti duoc khi c$p
nhit phtio bin ctla c(tng duve then (MIV*N6)

C n 11 til 11 I D HUM) SSOITDTN iimmii I C iti iruit EI 1 I
2. Tinh b0lng6(Ccm Starch) USP 38
1 liEilEipbatibittltilcna i/lM(to ibtibbilE librlnlt) B! DM 
4. Lactose: DDVN IV 
I MIDP (liEtlitt). II DIS 
6. Magnesi searat: DDVN IV

! L Cinnarian. BP biBa hanh(EP 10.0)
2. Tinh bfr ng6 (Com Starch): USP hi$n hinh (USP 44)
3. Dtcala phosphate (Caldum hydrogeo pbosphale dihydntte). BP race hinh (BP 2022)
4 Lae lose: DDVN h*i hi* (DDVN V)
5 PVPK30 (Povidone): BP b*rhinh (BP 2022)
6 Magnesi scant: DDVN hien birth (DDVN V)

Dray d& ten cua or so sin xt* tbuocthiDhphim (MiV-
N9) vi th  ̂d&i t«n ctla co s6 ding (Mi V-NI)

T(mg 14c thanb 
nhiet tin it .Hiu-n Cong ty TNHH Dutpc 

TtingLOcIl
C4ng ty TNHH Dinx Ting 

Lee II 6332/TDTN INI Mil! I 1. Tin co sO ding ky : Cotig ty Co phin Dupe Qu4c Ic Tung L4c
2. Ten co sdsinxual: Ceng ly C6 phin Dupe Quoct^ Tung L4c

I. Ten co so ding ky: C4ng ty TNHH Dupe Ting L4c FI 
2 Tin co ad sin xuat: Cong ly TNHH Dtroc Tung Lot II

Thay di 1A1 oia ccr si sin xuit throe tbinh pbam (Mi V-
N9) vi thay doitinciBacosO dingky (MiV-NI)

1. Tin co sO dlngky: C4ng ty C4phAn DucrcQu4ct£ TCtngLOc
2. Tin co sd sin xuat: Cong ty Co plan Dudc Quocte Ting L4c

fpilllll lit ID 1)111.II C5tig ty TNHHDuoc 
Ting LOc II C4ng ty TNHH Dupe Ting 6332fiT>TN lUMiiin1 1. Ten co so ding ky: C6og ty TNHH Dupe Ting Loc II

2. Tin co air sin xuil Cong ly TNHH Dime Ting L4c IILocll

Thttoc ejan ting They d4i tin eda co sir sin mil thuic thlith pbam (MiV-
N9) vd thay <^i ten cia co sd ding ky (Mi V-Nl)

10 •niit-i) 1. Ten co sA iBng ky: Cdng ty Co phin Dupe Quoc ti Tung L4c
2. Tin ccr sir sin '.oil Cong ly C4 phin Djoc Quic fi Ting L4c

S C4ng ty TNHH Dupe 
Ting L4c II C4ng ty TNHH Dupe Ting 

L4c II 6332/TDTN iniifim 1. Tin co stS ding ky. C4ng ty TNHH Dupe Ting Loc II
2. Tin co sir sin xufc Cdng ty TNHH Dupe TingLOcIIUc

Thay doi ten cue co si sin xuit thude ttnnb phim (MiV>
N9) vi thay E^itincia coaodingky (MiV>Nl)

1. Tin co sir ifing kS Cdng ty Cd phin Dupe Quoc ti Ting 14c
2. Ten co sd sin xuit: Cdng ty Co phin Dupe Qude te Tung Ldc

Cam Ting Ldc 1D IIIIM1 Cdng 9 TNHH Dupe 
Tung Ldc II Cdng ^ TNHH Dupe Ting( 6332/TDTN nimmi 1. Tin co sd ding ky Cdng ty TNHH Dupe Tung Ldc II

2. Ten co sd sin xuil: Cdng ty TNHH EXrcrc Ting 14c IILdcH

Tam tbit putaleag Thay ddi tin o)a co ad sin xuit ttu.de thinb phim (Mi V-
N9) vi thty d6i ten cua co ad ding ky (MiV>NI)

I . Tin co ad ding ky Cdng ty Cd phin Diroc Qude ti Ting Ldc 
2. Tin co sd sin xuit Cdng ty Co phin Dtajc Qude li Ting Ldc

1 I ».nin-M Cdng ^ TNHH Dupe 
Bing 14c II Cdng ty TNHH Dupe Ting 

Ldcll
6332/TDTN nniiii! 1 1. Ten co sd ding ky: Cdng ty TNHH Dupe Tung Ldc 0

2. Tin co sd sin xuit Cdng ty TNHH Duoc Tihtg Ldc II
Cdng ty co phin

E11 i| bl r> Cdng ty cd phin Euvipbenn Thay ddi bin ccr sd sin xuil dupe chit Cephalexin 
monohyd-ai (die diem sin xuit khdng thay ddi) (MiV-N3)

I iiltini Mb ! 0 •! St M• It 2204/TDTN Ili'OlHI! I I C 1C 1 EIEI B I I. ill 111 IV HEI TIUI 10 . LIB II III Cl III I mi H E! IICU Cl .LID .(ICBC)

Cdng ty cd i^tin
Et’llblil

Cdng ty cd phin Ruviphann Thay ddi tiiu chuan chit lupng duoc chit, ti dupe khi cip
nhit phtin bin cia cihtgdupc didn (MiV-N6)

) Etitiiii m 1 j -i it 11 -11 2204/TDTN !!llll!l!l I C r) k 1 )e 1 it a «1 llri ill IB 111)
1 I tlii ttcEb 1 ill IB HI]
I.SlIlll Mill illl llbfl 
I I I|tIt tillin' IB Illl 
I . DtrCni Itii[. DDVNIV

I Cep 11 lei It a tn bill. 1 BP hi|n hinhll B Illl) 
1 I 1 tri nt tbt rit. K* hien hinh (I B IBM)
! ItliEi iillniil itbfl
1 Itpitnilcinl* BP hiin hinh(l B 212 1)
) Dudi| USl| DDVNWinbinh(DDVNV)

ill BP bten binhll B illl)ill IB ill!

I ilMl.nl I tbi Cdng ty cd phin Freaenius
Katx V* Nam

Cdng ty cd phin Freaenius
Kata VuS Nam

They ddi lit co sd sin xuat dupe chit Kali clorid (*•
dtem sin xuit kbdng tbay ci)i; (MiV-N3)

II ID 'IISII'U 2798/TDTN iliillili! E • S UlUabD I I I 11 en It 11 i I (nil line 0 a b I
21H

Cdng ly cd phin Freaenius
Kabi V* Nam

Cdng ty cd phin Frciemtia
Kata V* Nam

Thay ddi tidu ebuin chit lupng thude thanb phim khi cap
nhit phicn bin ctbacCmg dupe tibia (Mi V*N6)

I! T [it a 11 D12 
Itbi Illl e t| I D IliiMI 6078/TDTN iimnoio D SB )l DiB <2

Cdng ty cd phin three
phim Quing Binh

Cdng ty co phin duoc
[him Quing Birth

Thay ddi tieu chuin chit hrongrtirm rhst tl Hiirrr.trhi rap
nhit phtdn ban eda cdng dupe didn (M1V-N6)

12 DI uiii T D .2 712 M1 2184/TDTN MIIII2I2I 1 T1111 sit 1 In 1 r tipi ii. 0 IB 31
2 Paraffin diu: BP 2013
3. Pcaffinrtn. BP 2013
4. Vasdin DDVN IV

tiitln mlinl. D SB I! 
2 Paraffin diu BP 2020
3. Paraffin rim BP 2020
4. Vasdin: DDVN V

. I

Thay ddi tieu chllinchil lurmo Hini- riijt ’Q Hinn- Tbilblih
phim khi cip nhit phidn Mneda cdng dupe didn (Mi V-

Cdngty cdphin Cdng ty cd phin Euvipharm1! CiEilirlll a IU1U2I2IID '2111111 307/TDTN 1. C1 IiElor a b trb [In I: I S B 32 
2.1 1 In ElirEb (I)ttlil: IB 2M1
3. Magneat slearat: DDVN IV
4. Tidu chuin thlnh phim: USP 32

I. Cefaclor mcochyrkat USP hien hinh (USP 43) 
2 Nani star* gtycolai BP hidn hi* (BP 2020)
3. Magnesi steant DDVN hien Unh (DDVN V)
4. Tidu chuin thlnhpbini: USP 43

£ 111[ hi re
II)

V\y\ & '*</&//r



Thaydoi dwchico*>dangky/MiV-NlCong ^ Co phin Duoc 
......

C6dg ty Co phan Dope 
D Hifbi

253 Dung Si rhanh KM, Thanh p4i6 Da N&ng, V:-61 Kam 253 Ding ST Thanh KM. PhiKmg Thanh Kbe lay. Quin Thanh Khfi, ThAnh ph5 Da 
N5ng. Viet Nora

ill leitielirnn i a | I II -nilMJ 327 IH'DTN

Cong tv Co phin Duoc
IlM.,ii

Thay doi dia chi cw s6 sta ituat thudc Ihanh pham/MiV- -Cfjng ly C6 phan Duoc 
P inpii

253 Dung ST Thanh KM. ThAnh Da Nlng Vijl Nan 253 DQng Si Thanh Khe. Phuong Thanh Khc TSy, Qi4n Thanh Khh, Thanh ph5 DA
Nlng, Viet Nam

It11teliriiia i i 327i/TDTN Itflllilii!< I ii -imi-n
n

Cong Ty Co phan Ihnx 
3iii) 11

C4og ty Co phan Duoc
D ni|bi

Ihayd^i diachlcosidingky/MiV-NI 253 Dung ST Thanh KM. ThAnh ph6 DA Nlng. Viet Nam 253 Ding Si Thanh KM, Phuhng Thanh KM Tay, Quan Thanh h3te. ThAnh pho DA 
Nlng, Viet Nam

U i|icii*B i 3271TTDTNHi 1 3 •! HlMl

Cdcigty Co phan Duoc 
31111 b i Thay dot diachi cosi3sanxtiAl dni6c thAnh pham/MiV- 253 Dung Si Thanh KM. ThAnh phoDA Nlng, Viet Nan] 253 DQng Si Thanh KM, Phudng Thanh KM lay, Quan Thanh Khe, ThAnh pM Da

Nlng, Viet Nam
Cong N C6 phin Duoc
3iii|ii

3271/TDTN bdlllilil .ii 111 e i i*l i T 3 iIi li-l!ili
I I

253 DQng Si Thanh KM. ThAnh pho DA Ning. Viet Ni 253 Dung St Thanh 3TM, PhuAmg Thanh KM TAy, QuAn Thanh Khe, ThAnh ph6 Da
Nlng, V^t Nam

Cong ly Ci phan [>roc
3 ii i|i i

C6ng ly Ci phin Duoc
D ii i)bi

Thay din diachi co so dSngky/MiV-Nl3271/TDTN liionioiiII dbiiu •T 3 .ntli-llHI

253 DQng Si Thanh KM Wiuimg Thanh KM lay, Quan Thanh KM, Thanh pte DA
Nlng, Viet Nam

Thay ddi dia chi co M san xuit thMc thanh pham/MiV- 253 DQng Si Thanh KM, Thtoh pbS DA King. ViQt NamC5ng t) Co phan Duoc 
3m.ill

CAng ty Cd phan Duca: 
Pni)bi

3271/TDTN itfinmiHi II Hblill i3 •niD-n
i)

253 DQng Si Thanh KM TbAnh pho DA NAng, Viel Nam 253 DOngSTThanhATM Phuong Thanh KM lay, Quan Thanh Khe. Thanh pb5 DA
Nlng, Vi£t Nam

Cong Ty C/i phan TVoc
3ioif b i CAng ty Co phin Duoc

D ll l|bi
Thaydii d/a chi 07 so dAng ky/Mi V-N13271/TDTN IHIilHl!13 •IIUMlHi U Nil} ll

Thavdot diachicosdsanxuatthudethanhphim/MiV' 253 Dung SI Thanh ATM. Thanh pho DA NAng Viet Nam 253 DQng ST Thanh ACM Phudng Thanh ACM TAy, Quan Thanh Khe. ThAnh pM DA
Nlng. Vi&t Nam

CAng ty Cd phin Duoc
D lii|ii HltiJil!!Cdng ty’ Cd phin [>roc

3iii|b i 3271/TDTNT 3 'Hill' HHI U itl.|i
H

253 DQng SI Thanh Khe, ThAnh pho DA Nlng Viet Ni 253 DQng STThanb ACM, Phudng Thanh ACM lay, Quan Thanh Khe, ThAnh pho DA
Nlng. Vigt Nam

CAng ty Cd phin Duoc
D lii|liCdng ty Cd phin Duoc

IiiijIi

Thay ddi diachicosddAngk^/MiV*Nl3271/TDTN lildlHl!' T 3 'HIH-llHI 0 IiiiiI

Thayd& diachicosdsanxuitthMcthAnbpham/MiV* 253 Dung ST 'Thanh KM ThAnh phd DA Nlng ViAt Nam 253 DQng ST Thanh KM, Phudng Thanh ACM TAy, QtiAn Thanh Khe, Thanh phd DA
Nlng. ViAt Nam

CAng ty Cd phan Throe
..... .

Cdng ^ Cd phAn Throe
1 mill

3271/TDTN Diitiiiin0 In 111 13 'Hlbl-llHI
1 I

Thay ddi diachl co sd dlngky/MiV-NI 253 DQng SI Thanh ACM. Thanh phd Da Nlng Viet Nam 253 DQng SI Thanh KM, Phudng Thanh ACM TAy, Quan Thanh Khe. Thanh phi DA
NAng. Viet Nam

Cdng tv Cd Min Duoc
»n'l"

Cdng ty Co phan Dugc 
0 111|ii

3271/TDTN oiiiniti!'13 -Hlil'Hhi iiirii 1 Klit

253 DQng SI Thanh ACM ThAnh phd DA NAng Viet Nam’Thay ddi dia chi Cd sd san xuat thude thanh phim/MJV- 253 DQng ST Thanh KM PhirdpgThanh KM TAy OuAn Thanh AChA TharhphnnA
Nlng, Vift Nt

Cdng ty Co phin Duoc
1 iii|bi

CAng ty Co phin TXrgc
3 Ulfll

3271/TDTN Mionnn' 13 'HiiMilil At) 11 cil 1 X
*1

253 DQng Si Thanh ACM Thanh phd DA Nang Viet NamCdng Ty Cd phan Chroc
Inilbi

CAng tv Cd phin Duoc
3 111111

Thay ddi dtachicos6dangty/MiV<N) 253 Dung Si Thanh ACM, Phudng Thanh ACM TAy, Qu&n Thanh ACM ThAnhpbd DA
Nlng, Viet Nam

3271/TDTN tiignibn13 'HilM?li! J11)ini il g [

Thay ddi dja chi co sd san xuit thude thAnh phim/MiV- 253 DQng S? Thanh ACM ThAnh phd DA Nlng Viet NamCdng tv Cd phin Duoc
Diii|li

CAng ty Cd phin Duoc
3 111 |A i

253 DQng ST Thanh ACM Pbudng Thanh KM TAv, Quin Thanh AChe. Thanh phd DA
Nlng, Viet Nam

HltTIlIll3271/TDTN1*3 .HUM!li! Sil|itii i I i
■ 1

253 DQng ST Thanh ACM Thanh phd Da NAng Viet NamCAng ty Cd phan Duoc
3 111|b i Thay ddi diachi cc sddAnglty/MiV>Nl 253 DQng Si Thanh KM Phudng Thanh ACM TAy. Quan Thanh AQte. Thanh pM DA

Nlng, ViAt Nam
Cdng ty Cd phin Duoc
t iii)bi

3271/TDTN KIIIIHI!13 'HiH-lilit 1 iitna »]

253 DQng S Thanh ACM ThAnh phd DA Ning Viet NamThay ddi diachi co sd sinxuat thude thanh pham/MiV-CAng ty Cd phan Duoc
3 mpbi

253 DQng Si Thanh ACM Phudng Thanh ACM TAy, Quin Thanh AChe, ThAnh phd DA
Nlng, Viet Nam

!3'H(M'li' Cdng ty Cd phin Diroc
D 1111 b i 3271/TDTN oiiiiiHnin Hi tna il

A !

Thay ddi dia chi cosd dang Aty/MV-Nl 253 Dihg Si Thanh ACM ThAnh phd DA Nlng Viet NamCdng ty Cd pliAn EXroc
.......

Cdng ty Cd phan Duoc
3111|b i

253 DQng Si Thanh ACM Phudng Thanh ACM TAy. QuSn Thanh AChe. ThAnh pS5 DA
Ning, Viet Nam

3271/TDTN oiioiinnT 3 'HHI'I!in 2 ill li I

Thaydda diachlcosdsanxuatIhudcthAnhphinVMiV< 253 DQng ST Thanh ACM, ThAnh phd DA Nlng Viet NiCdng tv Cd phin Duoc
Diii|b.

CAng ty Cd phin Duo?
3 liipii

253 DQng Si Thanh ACM, Phudng Thanh AChe Tay, Quan Thanh AChe, TbAnh phd DA
Nlng, Vi8t Nam

oiioiiigii3271/TDTN1 3 -1 Hit- it11? 2 ill il i
M



CONG HOA XA H0I CHU NGHIA Vl£T NAM 

Doc lap - Tir do - Hanh phuc
Ha Noi, ngay 14 thdng 11 ndm 2023

BQ YTE
eye QUANLY DirgfC

S6: 15288e/QLD-DK
^ ♦ * fV/v thay doi, bo sung doi vai thuoc 

da dugc cap GDKLH

Kinh gui: Cong ty Co phan Dugc Danapha
Diet chi: 25Oung ST Thanh Khe, phuang Thanh KM Tdy, quqn Thanh KM, 

thanh pho Dd Nang

Tra loi ho so so tiep nhan so 1816e/2023/TN/TT91 ngay 25/07/2023 va cac tai 
lieu lien quan cua cong ty ve viec thay doi, bo sung doi vai thuoc da dugc cap giay 
dang ky luu hanh;

Can cu Thong tu so 08/2022/TT-BYT ngay 05/9/2022 cua Bp Y te quy dinh 
viec dang ky luu hanh thuoc, nguyen lieu lam thuoc;

Can cu Bien ban tham dinh ho so thay doi/bo sung cua cong ty, Cue Quan ly 
Dugc co y kien nhu sau:

Dong y vai npi dung de nghi thay doi, bo sung dugc phe duyet kem theo cong 
van nay doi vai thuoc Sulpirid 5()mg, so dang ky VD-26682-17.

Ngoai npi dung dugc phe duyet, cac npi dung khac giu nguyen nhu ho sa dang 
ky thuoc luu tai Cue Quan ly Dugc.

Cac npi dung thay doi, bp sung neu tren dupe thuc hien ke tu ngay ky cong van 
nay. Rieng npi dung thay doi, sau \2 thang ke tu ngay ky cong van nay, cong ty 
phai thuc hien theo npi dung thay doi da dugc phe duyet.

Cue Quan ly Dugc thong bao de cong ty biet va thuc hien dung cac quy dinh ve 
dang ky luu hanh thuoc./.

5

/

KT. eye TRirdNG 
PHO eye TRirdNGiSpb
Nguyen Thanh Lam

Ncri nhgn:
- Nhu tren;
- Cyc tnrong (de b/c);
- Luu: VT, DKT ().
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