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inh 	S6 Y TE BONG THAP F,4 	MAP 

A'  so' 	5D41<e- 
DEN Lai dau tien C ng ty TNHH Dime Pha'm va Trang ThikBlY to Hoang Dfre chan 

Ouye 	 
, > rithanh cabincm Quy 	(la quan tarn img ho cac san pham cua cong ty chimg toi phan phi 

dig snot then gia qua. 

Can dr Quyet clinh so 965/QD-SYT ngay 31 thong 7 nom 2023 ciia So' Y ti Dang 
Thai, vi viec phe duyet kit qua lva chgn nha thdu gal thdu Mua thu ac Generic cho cac ca 

y ti conglgp tren dia ban tinh Dang Thap giai clown 2023-2025; 

Can dr kha neing cung (mg hang h6a ctia Cong ty TNHH Dirac Phdm & Trang Thiit 
Bi Y ti Hoang Dirc. 

Cong ty TNHH Dugc Pham va Trang Thik Bi Y to Hoang Dirc la nha phan phi 
chinh thirc cho san pham Divaser-F (Betahistin dihydroclorid 16mg). Chimg toi (la trung 
than san pham Divaser-F tai QuSi S i. Nhung hien tai, san pham nay da dirge Cvc Quan ly 
Dugc cap se) clang kY mai 893110313324 va mau nhan mai, 16 hang theo so Bang 14' va 
mau nhan mai nay ca doge nhko ve kho va se cung Ung cho 

Bang van ban nay, chung toi xin thong boo ve viec dieu chinh va cung Ung san pham 
Divaser-F theo so clang 14/ mai 893110313324. Viec thay doi So dang,V va 	nhan nay 
khong anh huang den cac thong tin khac cung nhu chat Luang san pham. (clinh kem Quyet 
clinh so 331/QD-QLD ngay 27/05/2024 va Cong van so 17411e/QLD-DK ngay 01/07/2024 
di Qui') SO' dai chiiu). 

Kinh mong Quy So• xem xet va chap thujn. 

Tran tong cam cm va kinh chao! 

Noi nh4n: 
- Nhu- tren 
- Luv phong thdu 



Cyc Quin 

BO Y TE 
QUAN LY DUVC 

331 /QD-QLD 

CQNG aoA XA HQI ClIfT NGHIA VIET NAM 
D(Ic hlp - Tyr do -14nh phfic 

Ha Ni,O ngay 27 thong 05 nom 2024 

QUYET DINH 
ban hanh Danh muc 401 thaw son xuat trong mare 

dtrut gia han giay  Tang ky hru hanh tai  Vigt Nam - Dot 197 

CIJC TRVONG C1JC QUAN LY DUVC 

Can dr Luat Dircrc so 105/2016/QH13 ngay 06/4/2016; 
Can cir Nght dinh so 95/2022/ND-CP ngay 15/11/2022 ceta Chinh phi?' quy dinh 

chirc nang, nhiem vu, quye'n han va cc cOu to cherc ctia BO Y 
Can cu Quyt dinh sa 1969/QD-BYT nggy 26/4/2023 caa BO trtrang BO Y d quy 

(firth chirc neing, nhiem vu, quyen hgn va cci ceiu to chic ctia Cyc Quern 13, Dugc thuOc 
BO Y 

Can cu. Thong to so 08/2022/TT-BYT ngay 05/09/2022 ctia Bo truang BO Y d 
quy dinh viec clang ky luu hanh thuOc, nguyen lieu lam thuoc; 

Can ct'rldt luOn ctia HOi clung to van cap giely clang 19" btu hanh thunc, nguyen 
lieu lam thuOc - BO Y to clot 197 tai Gong van so 33/HDTV-VPHD ngay 11/4/2024 cua 
Van phOng HOi clung tic van cap GDKLH thuac, nguyen lieu lam thuoc; 

Theo de nghi cua Tnrerng phong Bang 4 thuoc, Cyc QucinlfiDuvrc. 

QUYET DINH: 

Dieu 1. Ban hanh kern theo Quyet dinh nay danh mix 402 thu6c san xuat trong 
nu& duvc gia han giay clang IcSr luu hanh tai Viet Nam - Dot 197, cu the: 

1. Danh mix 256 thuoc san xuat trong nu6c duvc gia han giay dang ky luu 
hanh hieu hyc 05 nom (Phu lyc I kem theo). 

2. Danh mix 140 thuoc san xuat trong mr6c dupe gia han giay dang kk luu 
hanh hieu luc 03 nom (Phu lyc II kem theo). 

3. Danh muc 05 thuoc san xuat trong nu& ducic gia han giay clang lcSr luu hanh 
hieu luc den 31/12/2025 (Phu lyc 111 kern theo). 

Dieu 2. Ca so.  san xuat va ca sa clang lcSr thuoc c6 trach nhiem: 
, 1. San xuat thu6c theo ding cac ho 	tai lieu da dang Ic5r voi BO Y va phai 

in so clang kjt duvc B6 Y to Viet Nam cap len nhan thuoc. 
2. Chi dugc san xuat, dua ra luu hanh cac thuoc kiern scat dac biet khi co Giay 

chimg nhan du dieu kien kinh doanh duvc pham vi kinh doanh thu6c phai kiem soot 
dac biet phu hop vai pham vi hoat dOng cua ca s6 dap irng quy dinh tai khoan 5 Dieu 
143 Nghi Binh so 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi fiat mot 
so diet' va bien phap thi hanh Luat Duvc. 

3. Thuc hien vieo cap nhat tieu chuan chat luvng cua thu6c theo quy dinh tai 
Th6ng to so 11/2018/TT-BYT ngay 04/5/2018 dm B6 truang B6 Y t6 quy dinh ye 
chat luong thu6c, nguyen lieu lam thuoc. 

4. Thuoc dirge gia han giay clang lc.9 luu hanh tai Quyet dinh nay nhung chua 
nOp h6 so cap nhat nOi dung nhan thuoc, to huang dan sir dung thu6c theo quy dinh 
cita Thong ttr 01/2018/TT-BYT ngay 18/01/2018 cila 	twang Be• Y to thi phai thgc 
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hien cap nhat theo quy dinh tai diem b Khoan 1 Dieu 37 Th6ng tu.  s6 01/2018/TT-BYT 
trong then.  han 12 thang Ice tir ngay dirge gia han giay dang ky luu hanh. 

5. 5. Sau 12 thang tir ngay ky ban hanh Quyet dinh nay, cac thuoc dirge gia han 
giay (rang ky luu hanh theo Quyet dinh nay có thay doi ye nOi,  dung hanh chinh phai 
san xuat va luu hanh yoi cac nOi dung da dime phe duyet thay doi trong ho su gia han. 

6. Co.  sa dang ky thuoc phai bao dam duy tri diou kien hoat dOng trong thOi gian 
hieu hrc cua giay dang ky Km hanh thu6c, nguyen lieu lam thu6c. Trong twang hop 
khong con dap img du diet' kien hog dOng, ca sa dang ky phai có trach nhiem thuc 
hien thay dOi ca so. clang theo quy dinh tai Thong to so 08/2022/TT-BYT trong that 
han 30 ngay ke tir ngay ca sa (tang ky kitting con chi dieu kien hoat dung. 

, 7. Co.  so.  sari xuAt thuoc phai bao dam cac dieu kien hoat dung dm ca so.  san 
xuat trong thai Iran hieu Luc cua giay,dang ky luu hanh thuoc, nguyen lieu lam thutic.,  

8. Cac thuoc duce gia han giay dang ky luu hanh tai Quyet dinh nay duac tiep 
tuc sir dung so dang ky da cap truck khi gia han trong thai han tei da 12 thang ke tir 
ngay duac cap so dang ky gia han theo quy dinh tai Phu luc VI ban hanh kern theo 
Thong to s6 08/2022/TT-BYT. 

9. Phoi hap voi cac ca sa dieu tri de thuc hien theo dimg cac quy dinh hien 
hanh ye thuoc ke don, theo doi an toan, hieu qua, tac d,ung Ichong mong muon cua 
thuoc ten ngtroi Viet Nam ya tong hop, bac, cao theo quy dinh tai Dieu 5 Thong to so 
08/2022/TT-BYT doi yai cac thutic trong Phu luc H ban hanh kem theo Quyet dinh 
nay. 

Dieu 3. Quyet dinh nay co hieu luc ke tir ngay ky ban hanh. 
Dieu 4. Giam d6c Sec Y to cac tinh, thanh pito true thuOc Trung uang Ira Giam 

dee ca sa san xuat ya ca ser dang ky có thuoc tai Dieu 1 chiu trach nhiem thi hanh 
Quyet dinh nay./. 

Nei nhein: 	 CVC TRU'eiNG 
- Nhu Dieu 4; 
- BT. Dao Wing Lan (de b/e); 
- TT. Do Xuan Tuyan b/c); 
- Cue Quan y - BO Quoc phong, Cue Y to - BO C8ng an; 
- Cue Y to GTVT - BO Giao thong van tai; 
- Tong Cue Hai quan - BO Tai chinh; 
- Bao hiem xa hei Viet Nam; 
- BO Y te: Vu PC, Cue QLYDCT, Cue QLKCB, Thanh tra 
BO, Van phong HDTV cap GDKLH thug(, NLLT; 
- Vien KN thu8c Tif, Vien KN thutie TP. HCM; 
- TOng Cong ty Duve Viet Nam - Cong ty CP; 
- Cac Benh vien, Vien cb gitrenig benh true thuee BO Y tt; 
- Trung tam mua situ tap trung thuoc quo( gia; 
- Cue QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT; 
Website; 
- Luu: VT, DKT (C.H) (02b). 

Vu Tun Cuirng 



Phy lye I 
DAN!! MVC 256 THUOC SAN XUAT TRONG NUOC MAX GIA HAN GIAY DANG KY LUIT HANH 

TAI VIgT NAM HItU LliC 05 NAM - DOT 197 
(Kern theo Quyk dinh so 331 /QD-QLD ngay 27 thong 05 nom 2024 

ctia Cuc Quail ly Dzrov)  

STT Ten thuAc ilo4t cli .At chinh - 
Ham lirryng 

Doug boo 
the 

Quy each &Mg pH Tien 
chuAn 

TuAi 
th9 

(thing) 

SO ding 14 
gia hyn 

(S6 dinglq 
de cap) 

S0 Ian 
gia lion 

(1) (2) (3) (4) (5) (6) (7) (8) (9) 
. Co so* Bang : Cong ty co phan DTS Viet Nam (Dia chi: So 18, to 51, phirerng Quan Hoa, quan Cau Gifiy, thanh phi) Ha 

N0i, Viet Nam) 

1.1. Ca so• sin xuAt: Ong ty co phAn duyc phim Nam HO (Dia chi: S0 415, dirtmg Han Thuyen, phirtmg Vi Xuyen, TP. 
Nam Dinh, Tinh Nam Dinh, Viet Nam) 

1 Golheal 300 Thioctic acid (Alpha 
Lipoic Acid) 300mg 

Vien nang 
mem 

110p 2 vi, 4 vi x 15 
vien 

NSX 36 893110307124 
(VD-24075-16) 

1 

1.2. Co.  so• sin xuAt: Cong ty TNHH MTV 120 Armephaco (Dia chi: 118 Vii Xuan Thieu, plyirong Phfic Lcd, quan Long 
Bien, TP HO N0i, Viet Nam) 

2 Benfosafe Benfotiamin 150mg Vien nen 110p 3 vi x 10 vial, NSX 36 893110307224 1 
bao phim 110p 6 vi x 10 vien (VD-28654-18) 

3 Vildagold Vildagliptin 50mg Vien non HO 3 vi x 10 vien NSX 36 893110307324 1 
(VD-30216-18) 

2. Co sei ding k3i: Ging ty Coph an Dirge Danapha (Dia chi: 253 Dung SI Thanh Khe, phutrng Thanh Khe Tay, quan Thanh 
Khe, thanh phi) DO Nang, Viet Nam) 

2.1. Co sir sin xuAt: Ciing ty co phin dtryc Danapha (Dia chi: 253 Ding Si Thanh Khe, phiromg Thanh Khe Tay, quan 
Thanh Khe, thanh phi) Da Nang, Viet Nam) 

4 Amitriptylin 
25 mg 

Amitriptylin 
hydroclorid 25mg 

Vial nen 
bao phim 

HO 1 19 x 100 
vien; H0p 10 vi x 
10 vial 

NSX 36 893110307424 
(VD-31039-18) 

1 

5 Daquetin 25 Quetiapin (dirai Vien nen Ilep 3 vi x 10 vien NSX 36 893110307524 1 
dang Quetiapin 
fumarat) 25mg 

bao phim (VD-25580-16) 

6 Dibulaxan Ibuprofen 200mg; Vien nen Hc)p 5 vi x 20 vien NSX 36 893100307624 1 
Paracetamol 325mg (VD-30234-18) 

7 Magnesi - B6 Magnesi lactat Vien nen HO 5 vi x 10 vien NSX 36 893110307724 1 
dihydrat 470mg; bao phim (VD-27702-17) 
Pyridoxin 
hydroclorid 5mg 

8 S-Enala 5 Enalapril maleat Vien nen HO 5 vi x 10 vien; NSX 36 893110307824 1 
5mg; HO 10 vi x 10 vien (VD-31044-18) 
Hydroclorothiazid 
12,5mg 

9 S-Levo Levofloxacin (dtrai Vien nen HO 2 vi x 10 vien; NSX 36 893115307924 1 
dong levofloxacin 
hemihydrat) 750mg 

bao phim HIV 5 vi x 10 vien (VD-31045-18) 

3. Co sie ding 14: Cong ty co ph an Dtryc D ng Nai (Dia chi: So 221 B, dirtmg Pham Van Thuan, phirtmg Tan Tien, hanh 
phi) Bien Hoa, tinh DOng Nai, Viet Nam) 

3.1. Co sir sin xuAt: Ging ty co phAn Dtryc Doing Nai (Dia chi: SO 221 B, dir&ng Phom Van Thuan, phitheng Tan TiL, thanh 
phi) Bien Hoa, tinh DOng Nai, Viet Nam) 
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STT Ten thutic Hoat chat chink - 

Ham luvng 
Dang bao 

the 
Quy each dang gai Tien 

chuOn 
TuOi 
th9 

(thang) 

So long 14 
gia han 

(SO clang 14 
di cap) 

So lan 
gia Ilan 

(1) (2) (3) (4) (5) (6) (7) (8) (9) 
57 Cefuroxim 250 Cefuroxim (dtrai Vien nen HOp 2 vi, 4 vi x 5 NSX 36 893110312724 

Bang Cefuroxim 
axetil) 250mg 

bao phim vien; HOp 1 vi x 10 
vien 

(VD-26779-17) 

58 Ciprofloxacin 500 Ciprofloxacin (dtrai Vien nen HOp 10 vi x 10 NSX 36 893115312824 
Bang Ciprofloxacin bao phim vien; Chai 100 vien (VD-28888-18) 
HCl) 500mg 

59 Cotrimxazon 960 Sulfamethoxazol Vien nen HOp 10 vi, 100 vi x NSX 36 893110312924 
800mg; 
Trimethoprim 160mg 

10 vien; HOp 1 chai 
x 100 vien 

(VD-26780-17) 

60 Vitamin C 250 Acid ascorbic 250mg Vier' nen Chai 100 vien; H6p NSX 24 893100313024 
bao phim 10 vi x 10 vien (VD-26785-17) 

61 Vitamin C 500 Acid ascorbic 500mg Vien nang Chai 100 vien; H6p NSX 24 893100313124 
caw 10 vi x 10 vien (VD-28898-18) 

— 	' . Co sBang : Cong ty co ph an dirqc ph am Dot Vi Phu (Dia chi: Lo M7A , Duang D17, Khu Cong Nghiep My Phuac 
1, Phuang Thai H6a, Thi XA Ben Cat, Tinh Binh Ducmg, Viet Nam) 

18.1. Co sir san xuAt: Cling ty ce plan dirge philm Dat Vi Phu (Dia chi: L6 M7A, Duang D17, Khu Cong Nghiep My 
Phuerc 1, Phuerng Phu flea, Thi xi Ben Cat, Tinh Binh Ducmg, Viet Nam) 

62 Ayite Rebamipid 100mg Vien nen 
bao phim 

HO 6 vi x 10 vien NSX 36 893110313224 
(VD-20520-14) 

1 	
( 
1 

63 Divaser-F Betahistin Vien nen HO 4 vi x 7 vien NSX 36 893110313324 1 	./1  
dihydroclorid 16mg (VD-20359-13) 1  

64 Miprotone-F Progesteron Vien nang H6p 3 vi x 10 vien NSX 36 893110313424 1 	
). 

 
micronized 200mg mem (VD-25002-16) A 

65 Zielinsk Cinnarizin 25mg; Vien nang HOp 6 vi x 10 vier' NSX 36 893110313524 1 	C-e: 
Piracetam 400mg cirng (VD-21071-14) ?-- 

19. Co sir ding 14: Cling ty c6 ph an MTN ph am Gia Nguyen (Dia chi: Duang YP6, KCN Yen Phong, xa Dong Phong, 
huyen Yen Phong, tinh Bac Ninh, Viet Nam) 

19.1. Co* sir san xuit: Cling ty a pan Dtrqc phOm Gia Nguyen (Dia chi: Duang YP6, KCN Yen Phong, xa Dong Phong, 
huyen Yen Phong, tinh Bac Ninh, Viet Nam) 

66 Ironkey Acid folic 350µg Vien nen H6p 1 vi x10 vien, NSX 36 893110313624 1 
(mcg); nhai Hop 3 vi x 10 vien (VD-26789-17) 
Phirc chat sat (III) 
hydroxid 
polymaltose Wang 
ducmg vii sat 
nguyen to 100mg 

- 	- 
20. Co. sir dLng 	CiIng ty c ph an thrqc ph am HO N0i (Dia chi: so 170 Duang La Thanh, phuirng 6 Chi?.  Dim, quail DOng 
Da, thanh 06' Ha N0i, Viet Nam) 

20.1. Co sir san 	Cling ty co phOn dtrqc phim HO N0i (Dia chi: Lo so 15, Khu cong nghiep Quang Minh, xi Quang 
Minh, huyen Me Linh, thanh ph6 Ha NOi, Viet Nam) 

67 Gentamicin Gentamicin base Dung dich 116p 1 to x 5ml NSX 24 893110313724 1 
(Gentamicin sulfat) 
15mg/5m1 

thu6c tra 
mat 

(VD-26801-17) 

68 Hanodimenal Dimenhydrinat 50mg Vien nen HOp 50 vi x 10 NSX 24 893100313824 1 
vien; H6p 10 vi x (VD-28947-18) 
10 vien; Lo 100 vien 
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O. 	CaNG TY.:111HH 
DUOC PRAM VA 

'MANG THIET BI Y TF 

HOANG 0 
Ts' /I  

BOYTE 
UAN LY DOC 

LONG HOA XA-  HQ' CHiJ NGHIA VIET NAM 
Dec 14p - Ty do - Honh phtic 

17411e/QLD-DK Ha Noi, ngay Olthang 07 nam 20 24 
ay di, b6 sung doi vori thu6c 
dä &roc cap GDKLH 

Kinh CONG TY CO PHAN DIIQC PHAM DAT VI PHU 
Dia chi: Lo, M7A , Ditang D17, Khu Cong Nghiep 	Phu-ac 1, Pluzang Thai 

Hoa, Thi Xei Ben Cat, Tinh Binh arang, Viet Nam 

Tra 16i ho so• so tip nhan so 2670e/2024/TN/TT91, , ngay 07/05/2024 va rcac tai 
lieu lien quan 	cong ty ve viec thay doi, be, sung doi 	thuoc da dugc cap giay 
Bang kST luu hanh; 

Can cir Thong hr so 08/2022/TT-BYT ngay p5/9/2022 dm BO Y t6 quy dinh 
viec clang 14T luu hanh thuoc, nguyen lieu lam thuoc; 

Can cir Bien ban thAm dinh ho soc thay doi/b6 sung dm cong ty, Cue Quan 1.ST 
DIMC coy kien nhu sau: 

Wong 	nOi ,dung de nghi thay 	b6 sung ductc phe duyet kern theo cong 
van nay doi 	thu6c Divaser-F, so d'angV VD-20359-13. 

Ngpai nOi dung ducfc phe duyet, cac nOi dung khac gift nguyen nhu h6 so clang 
kST thuoc luu tai Cue Quan 1ST DUVC. 

Cac nOi dung thay doi, b:.6 sung neu tren ductc thgc hien ke tit ngay lojr cong van 
nay. Rieng nOi dung thay doi, sau ,12 thang ke to ngay kS, cong van nay, ding ty 
phai thIrc hien theo not dung thay doi da ducic phe duyet. 

Cue Quan 1y DWG thong bao de cong ty bik va thIrc hien dung cac quy dinh ve 
(Tang kyf luu hanh thuific./. 

T. p 

Noi nhOn: 
- NM! ten; 
- Cue twang 	b/c); 
- Luu: VT, DKT (Chi). 

KT. CVC TRU'dNG 
PH6 CUC TRIJONG 

 

NguyZn Thanh Lam 
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Mogi pi.roptupAylp upsigelag 

A-113SVAICI 
NP6 39nH.Lxti 

tiw jyt pttopm4pA4jp intstticyae 

A-d3SVAIO 

DIVASER-F 
Betahistin dihydroclorld 16 mg 

MOi vien nen chile Betahistin dihydroclorid 16 mg 

Chi Binh, tech dung, ch6ng chi Binh va roc thfing tin kluic 

%ern trolly tZt hte5ng din sit dung thu6c kern theo 

Tiau chu5n chit bring: TCCS 

SDK: 

GNI CHOmm~a 
 Cd sa s5n xu3t 

LONG TY C6 PHAN DOC PHhM 
iOAT VI PHI3 
Lo M7A, Clt&ng 017, Khu Cong Nghiep 
Mp PhUdc 1. Phtfang Thai Hos, Thj x3 
Ben Cet Tinh Binh During 

d-2I3SVAICI dOH :Lup,qd ues ugl 

CO CO Cr) 
fP 
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Ten san pham: VI DIVASER-F (Nti 	- Nhorn) 

DIVASER-F 
Betahlstin dihydroclorid 16 mg 

Dung dung lidu chi dinh 

DAVIPHARM 

DIVASER-F 
Betahistin dihydroclorid 16 mg 

Dung thing lieu chi OM 

11': :4001" 
eitt T 	." 

DIVA 
Betahistin dihydi 

Dung diing In1ii chi Binh 

DAVIPHARM 

DAVIPH 

DIVASER-F 

DIVASER-F 
Betahistin dihydroclorid 16 mg 

Dung dung lieu chi doh 

r2 DAVIPHARM 

DIVASER-F 
Betahistin dihydroclorid 16 mg 

Dung dung lidu chi 
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Betahistin dihydroclorid 16 mg 

Dung dung lieu chi dunk 

DIVASER-F 
Betahistin dihydroclorid 16 mg 

Dung dung lieu chi dulh 

DAVIPHARM 

■ Pantone 293 C 
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