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L&i dau tién, Cong ty TNHH Dwgc Phdm va Trang Thiét Bi Y té Hoang Pic chan

S¢& da quan tdm ung hd céc san phim ctia cong ty chung toi phén phdi

fopg suot thoi gian| qua.

Cdn cir Quyét

dinh sé 965/QP-SYT ngay 31 théng 7 ndm 2023 cia S6 Y té Dong

Thdp vé viéc phé duyét két qua luya chon nha théu géi thau Mua thuéc Generic cho cdc co
sy té cong ldp trén dia ban tinh Déng Thdp giai doan 2023-2025;

Cén cir kha ndng cung umg hang héa cua Coéng ty TNHH Dugc Phém & Trang Thiét

Bi Y té Hoang Diic.

Céng ty TNHH Duoc Phdm va Trang Thiét Bi Y té Hoang Dic 14 nha phan phdi
chinh thirc cho san phim Divaser-F (Betahistin dihydroclorid 16mg). Chung t6i da tring
thau san phim Divaser-F tai Quy S&. Nhung hién tai, san phém nay da duoc Cuc Quan ly
Duoc cép sb ding ky méi 893110313324 va mAu nhian méi, 16 hang theo sé ding ky va
mAu nhin méi ndy di duoc nhap vé kho va sé& cung timg cho Quy Sa.

Biang van ban nay, ching t6i xin théng bao v& viéc diéu chinh va cung ting sén pham
Divaser-F theo s ding ky mai 893110313324, Viéc thay d6i S6 ding ky va mau nhén nay
khéng anh hudng dén cac thong tin khac ciing nhu chét lugng san pham. (dinh kém Quyét
dinh s6 331/0B-OLD ngay 27/05/2024 va Céng vin s6 17411e/QLD-DK ngay 01/07/2024
dé Quy S¢ doi chiéu).

Kinh mong Quy S& xem xét va chap thuan.

Trén trong cam on va kinh chao!

Noi nhan:
- Nhu trén
- Luru phong thau




T \ BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
Y INHHOEQ QUAN LY DUQC DPic ldp - Tu do - Hanh phiic
331 /QB-QLD Ha Ngi, ngay 27 thang 05 nam 2024
QUYET PINH

V¢ viéc ban hanh Danh myc 401 thude san xuit trong nwée
dugc gia han gidy ding ky lwu hanh tai Vi¢t Nam - Dot 197

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc Sc; 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phil quy dinh
chirc ndng, nhiém vy, quyen han va co cdu t6 chire ciia B6 Y té;

Can cir Quyét dinh s6 1 969/0b-BYT ngay 26/4/2023 cia B¢ truong B6 Y té quy
dinh chirc nang, nhiém vy, quyén han va co cau 16 chire ciia Cuc Qudan ly Duoc thuéc
B Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trucng Bj Y té
quy dinh viéc dang ky lwu hanh thuéc, nguyén li¢u lam thuée;

Can cir két lugn cua Héi déng tur van cap gidy dang ky lheu hanh thuée, nguyén
liéu lam thuéc - BgY té dot 197 tai Cong van s6 33/HDTV-VPHD ngay 11/4/2024 ciia
Vén phong Hgi dong tir van cdp GPKLH thuéc, nguyén ligu lam thuoc;

Theo dé nghi ciia Truéng phong Péing ky thudc, Cuc Qudn ly Duoc.

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh myc 402 thudc san xuat trong
nude duge gia han gidy dang ky luu hanh tai Viét Nam - Dot 197, cu the

1. Danh muc 256 thudc san xudt trong nude duge gia han gidy dang ky lwu
hanh hiéu luc 05 nam (Phu luc I kém theo).

2. Danh muc 140 thubc san xuvét trong nuée dugc gia han gidy dang ky luu
hanh hi¢u lyc 03 nam (Phu luc II kém theo).

3. Danh myc 05 thube san xudt trong nuéc dugc gia han gidy dang ky Ivu hanh
higu luc den 31/12/2025 (Phy luc 111 kém theo).

Piéu 2. Co s¢ san xudt va co s¢ dang ky thude c6 trach nhiém:

1. San xuét thudc theo ding cac ho so, tai liéu da ding ky véi B Y té va phai
in s6 dang ky duge Bo Y te Viét Nam cip 1én nhén thube.

2. Chi dugc sin xuét, dua ra lru hanh cic thude kiém soat dac biét khi co Gidy
chimg nhin du diéu kién kinh doanh dwgce pham vi kinh doanh thudc phai kiém soat
dac biét phu hop v6i pham vi hoat dong cla co sd dap ting quy dinh tai khoan 5 Diéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phi quy dinh chi tiét mot
s diéu va bién phap thi hanh Luét Dugc.

3. Thuc hién viéc cp nhit tiéu chuin chit lwgng cia thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngaiy 04/5/2018 cua B truéng B§ Y té quy dinh vé
chét lirgng thude, nguyén lidu larn thudc.

4. Thubc duge gia han gidy dang ky luu hanh tai Quyet dinh ‘nay nhung chua
ndp hd so cap nhat ndi dung nhin thude, t& huéng din sir dung thube theo quy dinh
cua Thong tir 01/2018/TT-BYT ngay 18/01/2018 cha B trudng B Y té thi phai thuc
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hién cdp nhat theo quy dinh tai diém b Khoan 1 Dieu 37 Théng tir s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay dugc gia han glay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duge gia han
glay dang ky luu hanh theo Quyét dinh nay c6 thay dbi vé néi _dung hanh chinh phai
san xuét va lwu hanh véi cac ndi dung da dugc phé duyét thay dbi trong ho so gia han.

6. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc cta gidy ding ky Iuu hanh thude, nguyen liéu 1am thudc. Trong truomg hop
khong con dap (mg du diéu kién hoat dong, co so ding ky phai c6 trach nhiém thirc
hién thay déi co s& dang ky theo quy dinh tai Thong tir s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s¢ dang ky khong con du diéu kién hoat dong.

7. Co s& san xuat thude phal bao dam céac didu kién hoat dong clia co sé san
xuét trong thoi han hidu luc ciia glay ding ky Iwu hanh thuée, nguyén li¢u lam thudc.

8. Cac thuoc duoc gia han gidy dang ky Irru hanh tai Quyet dinh nay duogc t1ep
tuc sir dung so dang ky da cép trude khi gia han trong thoi han tdi da 12 thang ké tir
ngay dugc cap s0 dang ky gia han theo quy dinh tai Phy luc VI ban hanh kém theo
Thong tir s0 08/2022/TT-BYT.

9. Phdi hop véi cic co sé didu tri dé thuc hién theo ding cdc quy dinh hién
hanh vé thubc ké don, theo doi an toan, higu qud, tic dung khong mong mudn cua
thudc trén nguoi Viét Nam va tong hop, bao céo theo quy dinh tai Diéu 5 Théng tu s6
08/2022/TT-BYT dbi véi cac thude trong Phu luc I ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay c6 higu luc ké tir ngay ky ban hanh.

Piéu 4. Giam ddc S& Y té cAc tinh, thanh phé trire thue Trung wong va Giam
dbe CO SO san xudt va co s& ding ky c6 thube tai Didu 1 chiu trich nhiém thi hanh
Quyet dinh nay./.

Noi nhgn: CUC TRUONG
- Nhu Piéu 4; TEE

- BT. Péo Hong Lan (dé blc);
- TT. P6 Xuén Tuyén (de b/c); -
- Cuc Quény - B0 Qubc phong, Cuc Y té - Bd Cong an; i

-CucY t& GTVT - Bo Giao thong vin tai; \
- Tong Cuc Hai quan - B§ Tai chinh;

- Bo hiém x@ hoi Viét Nam; SO e I 5

- B4 Y té Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cuong
B9, Vin phong HDTV cap GPKLH thude, NLLT;

- Vién KN thude TU, Vién KN thudc TP. HCM;

- Téng Céng ty Dugc Viét Nam - Cong ty CP;

- Cic Bénh vién, Vién c6 givdng bénh tryc thuge Bo Y té;

- Trung tAm mua sim tap trung thudc quéc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;

Website;

- Lwu: VT, BKT (C.H) (02b).




(Kém theo Quyét dinh sé 331

Phu lue T
DANH MUC 256 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY DANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - POT 197

/OD-QLD ngay 27 thang 05 nam 2024
cua Cuc Quan Iy Dugc)
STT| Tén thube Hoat chat chinh - | Dang bao [ Quy cdch déng géi| Tieu | Tuoi | S6dangky |S6lan
Ham lugng ché chuén | the giahan  |gia han
(thang) | (S6 diing ky
da cip)
1) 2 3) “) (5) (6) (0 (8) ®

1. Co s ding ky: Céng ty ¢o phan DTS Vit Nam (Dia chi: S5 18, t& 51, phuomg Quan Hoa, quan Cau Giay, thanh pho Ha
Noi, Viét Nam)

L.1. Co s séin xuft: Cong ty cd phin dwge phAm Nam Ha (Dia chi: S6 415, dudng Han Thuyén, phuéng Vi Xuyén, TP.
Nam Binh, Tinh Nam Djnh, Viét Nam)

1

Golheal 300

Thioctic acid (Alpha
Lipoic Acid) 300mg

Vién nang
mém

Hop2vi,4vix 15
vién

NSX

36

893110307124
(VD-24075-16)

1.2. Co' sé sin xuat: Cong ty TNHH MTV 120 Armephaco (Dja chi: 118 Vi Xuan Thiéu, phuréng Phic Loi, quan Long

Bién, TP Ha Noi, Viét Nam)
2 |Benfosafe Benfotiamin 150mg |Viénnén  [Hop 3 vi x 10 vién, NSX 36 (893110307224 1
bao phim  [Hgp 6 vi x 10 vién (VD-28654-18)
3 |Vildagold Vildagliptin 50mg  |Viénnén  [Hp 3 vi x 10 vién NSX 36 1893110307324 1

(VD-30216-18)

2. Co st diing ky: Céng ty Cd phan Duge Danapha (Dia chi: 253 Diing ST Thanh Khé, phudng Thanh Khé Tay, quin Thanh
Khé, thanh ph6 Da Ning, Viét Nam)

2.1. Co s& sén xuit: Cong ty cd phin dwge Danapha (Dia chi: 253 Diing S Thanh Khé, phuémg Thanh Khé Ty, quan
Thanh Khé, thanh phd Pa Ning, Viét Nam)

4 | Amitriptylin Amitriptylin Vién nén Hop 1 1o x 100 NSX 36 |893110307424 1
25 mg hydroclorid 25mg bao phim  |vién; Hop 10 vix (VD-31039-18)
10 vién

5 |Daquetin 25 Quetiapin (dudi Viénnén  [Hop 3 vix 10 vién NSX 36 1893110307524 1
dang Quetiapin bao phim (VD-25580-16)
fumarat) 25mg

6 |Dibulaxan Ibuprofen 200mg; Vién nén Hop 5 vi x 20 vién NSX 36 1893100307624 1
Paracetamol 325mg (VD-30234-18)

7 |Magnesi - B6 Magnesi lactat Viénnén  |Hop 5 vix 10 vién NSX 36 |893110307724 1
dihydrat 470mg; bao phim (VD-27702-17)
Pyridoxin
hydroclorid Smg

8 |S-Enala$ Enalapril maleat Vién nén Hop 5 vix 10 vién; NSX 36 |893110307824 1
Smg; Hop 10 vi x 10 vién (VD-31044-18)
Hydroclorothiazid
12,5mg

9 |S-Levo Levofloxacin (dudéi  [Vién nén Hop 2 vix 10 vién; | NSX 36 |B93115307924 1
dang levofloxacin bao phim  |Hdp 5 vi x 10 vién (VD-31045-18)
hemihydrat) 750mg

3. Co st diing ky: Cong ty c6 phin Dwge Pong Nai (Dia chi: S6 221 B, duong Pham Vin Thuén, phwéng Tan Tién, thanh
phd Bién Hoa, tinh Png Nai, Viét Nam)
3.1. Co sé san xuét: Cong ty c6 phin Dirgc Pdng Nai (Dia chi: S5 221 B, dirémg Pham Vin Thuén, phuéng Tan Tién, thanh
phé Bién Hoa, tinh Pdng Nai, Viét Nam)
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STT|  Tén thube Hoat chét chinh - | Dang bao | Quy cdch déng goi | Tieu | Tudi | So ding ky |So lin
Ham hrgng ché chuén | the gia han  |gia han
(thang)| (S6 dang ky
da cip)
(€9) ) 3) @ 3) (6) (M ()] ©)
57 |Cefuroxim 250  |Cefuroxim (dudi Viénnén |Hop2vi,4vix5 NSX 36 |893110312724 1
dang Cefuroxim bao phim  |vién; Hop 1 vix 10 (VD-26779-17)
axetil) 250mg vién
58 |Ciprofloxacin 500 |Ciprofloxacin (duéi |Vién nén Hop 10 vix 10 NSX 36 [B93115312824 1
dang Ciprofloxacin  |bao phim  |vién; Chai 100 vién (VD-28888-18)
HCI) 500mg
59 |Cotrimxazon 960 |Sulfamethoxazol Vién nén Hop 10 vi, 100 vi x NSX 36 |893110312924 1
800mg; 10 vién; Hop 1 chai (VD-26780-17)
Trimethoprim 160mg x 100 vién
60 |Vitamin C 250 Acid ascorbic 250mg [Vién nén Chai 100 vién; Hop NSX 24 1893100313024 1
bao phim |10 vi x 10 vién (VD-26785-17)
61 |Vitamin C 500  |Acid ascorbic 500mg |Vién nang |Chai 100 vién; Hop | NSX 24 1893100313124 1
cing 10 vi x 10 vién (VD-28898-18)

18. Co sér ding ky: Céng ty ¢o phin duwge phi

1, Phuomg Théi Hda, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam)

im Pat Vi Phii (Bia chi: L6 M7A , Puimng D17, Khu Cong Nghiép My Phuéc

18.1. Co sé san xuét: Cong ty cb phan durge phim Pat Vi Phi (Dja chi: Ld M7A, DBuong D17, Khu Cong Nghiép My
Phuée 1, Phudmg Phit Hoa, Thi xa Bén Cat, Tinh Binh Duong, Viét Nam)

62 |Ayite Rebamipid 100mg | Vién nén Hop 6 vi x 10 vién NSX 36 [893110313224 |
bao phim (VD-20520-14)

63 |Divaser-F Betahistin Viénnén  [Hop 4 vix 7 vién NSX 36 |893110313324 1
dihydroclorid 16mg . (VD-20359-13)

64 |Miprotone-F Progesteron Viénnang |Hop 3 vi x 10 vién NSX 36 |893110313424 1
micronized 200mg  |mém (VD-25002-16)

65 |Zielinsk Cinnarizin 25mg; Vién nang |Hop 6 vi x 10 vién NSX 36 |893110313524 1
Piracetam 400mg cimg (VD-21071-14)

19. Co sé ding ky: Cong ty ¢6 phin Dugc phim Gia Nguyén (Dia chi: Dudng YP6, KCN Yén Phong, x Déng Phong,
huyén Yén Phong, tinh Bac Ninh, Viét Nam)

19.1. Co s& sén xuit: Cong ty ¢6 phiin Durgc phdm Gia Nguyén (Pia chi: Pudng YP6, KCN Yén Phong, xd Dong Phong,
huyén Yén Phong, tinh Bic Ninh, Viét Nam)

66

Ironkey

Acid folic 350pg
(meg);

Phire chat sat (1IT)
hydroxid
polymaltose tuong
duong voi st
nguyén t& 100mg

Vién nén
nhai

Hop 1 vi x10 vién,
Hop 3 vix 10 vién

NSX

36

893110313624 | 1
(VD-26789-17)

20. Co s dang ky: Cong ty cd phin dwrge pham Ha Nji (Dia chi: s6 170 Buémg La Thanh, phuéng O Chg Dira, quan Pong
Da, thanh phé Ha Noi, Viét Nam)

20.1. Co s& sin xuét: Cong ty cb phin duge phim Ha Ngi (Dia chi: L6 s6 15, Khu cong nghiép Quang Minh, xi Quang
Minh, huyén M& Linh, thanh phé Ha N6i, Viét Nam)

67 |Gentamicin Gentamicin base Dung dich |Hop 1 lo x 5ml NSX 24 1893110313724 1
(Gentamicin sulfat) |thubc tra (VD-26801-17)
15mg/5ml miit

68 |Hanodimenal Dimenhydrinat 50mg [Vién nén Hop 50 vix 10 NSX 24 [893100313824 1

vién; Hop 10 vi x
10 vién; Lo 100 vién

(VD-28947-18)




CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phiic
Ha Noi, ngay 01 thang 07 nam 20 24

ay dm bd sung dbi voi thude
da duoc cap GPKLH

Kinh giri: CONG TY CO PHAN DUGC PHAM PAT VI PHU

Dia chi: L6 M74 , Duong D17, Khu Céng Nghiép My Phuéc 1, Phuong Théi
Hoa, Thi Xa Bén Cat, Tink Binh Duong, Viét Nam

Tra 151 hd so sb tlep nhén s6 2670e/2024/TN/TT91 ngay 07/05/2024 va céc tai
liéu lién quan cua cdng ty vé viéc thay ddi, bd sung dbi voi thude da duge cip gidy
dang ky luu hanh;

Cin cir Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 cia B6 Y té quy dinh
viéc dang ky lvu hanh thudc, nguyen lidu 1am thudc;

Cén cir Bién ban tham dinh hd so thay dbi/bd sung cta cong ty, Cuc Quan ly
Dugc c6 ¥ kién nhur sau:

Bong y v6i noi dung dé nghi thay ddi, b6 sung dugc phé duyét kém theo cong
vin nay doi véi thude Divaser-F, s6 dang ky VD-20359-13.

Ngoai ndi dung dugc phé duyét, cdc noi dung khic giit nguyén nhur ho so dang
ky thude luu tai Cuc Quan 1y Duoc.
Cac noi dung thay dbi, bo sung néu trén duoc thuc hién ké tir ngay ky cong van

nay. Riéng ndi dung thay d6i, sau 12 thang ké tir ngay ky cong van nay, cong ty
phai thyc hién theo noi dung thay ddi da dwoc phé duyét.

Cuc Quan ly Dugc thong bdo dé cong ty biét va thuc hién ding cac quy dinh vé
dang ky luu hanh thube./.

Noi nhin: KT.CUC TRUONG
- Nhur trén;
s ot (I _PHO CUC TRUONG

- Luu: VT, BKT (Chi).

Nguyen Thanh Lam
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DIVASER-F

Betahistin dihydrociorid 16 mg

Mdi vién nén chifa Betahistin dihydroclorid 16 mg
Chi dinh, cach diing, chdng chi dinh va cdc th8ng tin khic:
Yem trong t& hudng din s dung thudc k&m theo

Cd sd sdn xudt

CONG TY CO PHAN DUGC PHAM
BAT VI PHU

L8 M7A, Buing D17, Khu Cdng Nghidp
My Phude 1, Phubing Thdi Hoa, Thi x3
Bén Cét, Tinh Binh Dudng

ihydrociorid 16 me

DIVASER-F

Vj tri in Barcode
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Tén san pham: Vi DIVASER-F (Nhém - Nhém)
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DIVASER-F

Bstahistin dihydroclorid 16 mg

DIVASER-F
Betahistin ditydroclorid 16 mg
BLERAPHARN
DAVIPHARM

DIVASER-F

Betahistin dihydroclorid 16 mg

E DAavIPHARM

DIVA

Betahistin dihyds g

DIVASER-F

Betahistin dihydroclorid 16 mg

DAVIPHARM

CONG TY ¢S PHAN DUQC PHAM BAT VI PHU

DIVASER-F

Betahistin dihydraclorid 16 mg

DIVASER-F

Betahustin dihydroclonid 16 mg

\ DAVIPHARM )
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. Pantone 293 C
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