CONG TY TNHH CONG HOA XA HOI CHU NGHIA VIET NAM
DUQC PHAM MKT Poc 1ap - Tw do - Hanh phic

Sb: 77/2025/CV-MKT Tp. Ho Chi Minh, ngay 11 thang 04 ndm 2025
(Vv cdp nhét s6 ding ky ciia san pham)

Kinh giti: S& Y Té Tinh Binh Phuéc

Lai dAu tién, Cong ty TNHH Duge phdm MKT xin cam on su hop tac va hé trg cia S&
Y té tinh Binh Phudc trong subt thoi gian qua.

Can ctr Quyét dinh s6 46/QD-SYT ngay 23 thang 01 niam 2024 cia S& Y té vé viéc phé
duyét két qua lira chon nha thau géi thau mua thude generic cho cac co sy té cong lap trén
dia ban tinh Binh Phudc dot 1 giai doan 2023- 2025.

Cén ct thoa thudn khung s6: 08/TTK ngay 23 thang 01 nim 2024 da ki giita So Y t&
tinh Binh Phuéce va Cong ty TNHH Duoc Phiam MKT.

Trong danh muc tring thau, Céng ty TNHH Duoc phim MKT 14 nha thiu da tring thau
va chiu trdch nhiém phén phoi mat hang Pharbacol (Paracetamol 650mg) voi s6 dang ky
VD-24291-16

Hién thuéc Pharbacol di duge Cuc Quan ly Duoce gia han Gidy dang ky lwu hanh higu
luc 5 ndm theo Quyét dinh gia han giay ding ky luu hanh s6 90/QD-QLD, ngay 31/01/2024
vGi SO dang ky gia han 1a 893100076524.

Béng vén ban nay, Cong ty TNHH Dugce phAm MKT kinh trinh S& Y té, xem xét cho
Cong ty ching t6i dugc tiép tuc cung ng mat hang Pharbacol theo S Diang ky gia han madi
dugc cap la: 893100076524, Cong ty xin cam k&t ngoai thong tin cap nhat s6 ding ky luu
hanh cha thudc, tat ca cac thong tin con lai va chat lugng cua san pham la khéng thay déi
theo két qua tring thau.

Chiing t6i xin gui tai liéu dinh kém:

- Giéy phép Iuru hanh san phém Pharbacol (SDK VD-24291-16).

- Quyét dinh sé 90/QD-QLD ngay 31/01/2024 cia Cuc Quan 1y Duge vé viée ban
hanh danh muc 608 thudc san xuit trong nude duge gia han gidy ding ky luu hanh tai Viét
Nam — Dot 192 (SDK 893100076524)

R4t mong Quy S& Y té xem xét va chap thuéin. Mong nhén dugc phan hoi sém tir So'Y
té tinh Binh Phudc dé viée cung tmg khong bi cham tré.

Xin chén thanh cam on!

Noi nhin :
- Nhu trén
- Luvu HC
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approved by the Vietnam Ministry of Health.

Cuc Quan ly dwore - B& Y & x4c nhan.

adopled by the Drug Administration of Vietnam.

1- Gidy phep Ieu hanh san pham nay dugc cdp the )

This marketing authorization has been issued in accordance wil ?@:;!QSSJG

2- Bét (v sw thay d4i nao vé hdi dung clia gidy phép phai Vegicas

Any variations of the contents of the marketing authorzalion are required to be

TRUPONG QUOC CUONG







- D‘Sa i BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
ot “€UC QUAN LY DUQC Péc ldp - Tw do - Hanh phic
/QDb-QLD Ha Ngi, ngay 31 thang 01 ndm 2024
QUYET PINH

e viéc ban hanh Danh muc 608 thudc san xuit trong nwéc
fwoc gia han gidy dang ky luwu hanh tai Viét Nam - Dot 192

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc s6 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phit quy dinh
chirc ndang, nhiém vy, quyén han va co cdu 16 chire ciia Bo Y té;

Cén cir Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 cua BJ trudng Bo Y té quy
dinh chirc nang, nhiém vy, quyén han va co cau 16 chirc ciia Cuc Quan Iy Digc thude
B6 Y té:

Can cir Thong tie s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bo trieong Bé Y té
quy dinh vi¢c dang ky lwu hanh thuéc, nguyén liéu lam thuéc;

Cin cir két ludn cvia Hpi dong tw van cap gidy ding ky heu hanh thude, nguyén
liéu lam thuéc - Bo Y té dot 192 phién 1 va phién 2 tai Cong vin s6 102/HDTV-VPHD
ngay 11/12/2023 va Céng van so 103/HDTV-VPHD ngay 12/12/2023 cua Van phong
Héi dong tw van cap GPKLH thuoe, nguyén ligu lam thuoc;

Theo dé nghi ciia Trwong phong Pang ky thuée, Cuc Quan Iy Duorc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 608 thudc san xuét trong
nude dugc gia han gidy dang ky luu hanh tai Viét Nam - Dot 192, cu the

1. Danh muc 529 thudc san xuét trong nudc duge gia han gidy dang ky luu
hanh hiéu lyc 05 nam (Phu luc I kem theo).

2. Danh muc 70 thudc san xuit trong nuéc duge gia han gidy dang ky luu hanh
hiu luc 03 nam (Phu luc IT kem theo).

3. Danh muc 09 thudc san xuét trong nude duge gia han gidy ding ky luu hanh
hiéu luc dén 31/12/2025 (Phu luc Il kem theo).

Pitu 2. Co s& san xuat va co s& dang ky thude cé trach nhiém:

1. San xuét thude theo ding cac hé s, tai lidu da diang ky véi B Y té va phai
in s6 ding ky dugec Bo Y te Viét Nam cép 1én nhan thude.

2. Chi duoc san xuét, dwa ra luu hanh céac thude kiém soat dic biét khi co Gidy
chirmg nhén du didu kién kinh doanh dugc pham vi kinh doanh thubc phai kiém soat
dac biét phu hop voi pham vi hoat dong cua co so dap tng quy dinh tai khoan 5 Pidu
143 Nghi dinh s0 54/2017/ND-CP ngay 08/5/2017 cia Chinh pha quy dinh chi tiét mot
so diéu va bién phap thi hanh Luat Dugc.

3. Thyc hign viéc cép nhét ticu chudn chét luong cua thude theo quy dinh tai
Thoéng tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bg truong Bo Y té quy dinh vé
chét luong thube, nguyén lidu lam thude.

4. Thube duge gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
nop hd so cip nhit ndi dung nhin thudc, t& huéng din st dung thude theo quy dinh
cua Thong tu 01/2018/TT-BYT ngay 18/01/2018 cna Bo truéng B Y té thi phai thuc
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hién cap nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Théng tu s6 01/2018/TT-BYT
trong thdi han 12 thang ké tir ngay duoc gia han giéy dang ky hru hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia han
glay dang ky luu hanh theo Quyct dinh nay c6 thay d6i vé noi dung hanh chinh (bao
gbm c4 mau nhin va t& huéng dan sir dung thudc) phai san xuit va luu hanh véi cac
néi dung da dugc phé duyét thay dbi trong hd so gia han.

6. Co s& ding ky thudc phai bao dam duy tri diéu kién hoat dong trong théi gian
hiéu lyc cua gidy dang ky luu hanh thubc, nguyén liéu lam thudc. Trong truomg hop
khoéng con dap img du diéu kién hoat dong, co so ding 'ky phai c6 trach nhiém thuc
hién thay déi 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¢ dang ky khong con du diéu kién hoat dong.

7. Co s& san xuét thude phai bao dam cac diéu kién hoat dong cia co SO sarn
xuét trong thoi han hiéu lyc cia gidy dang ky luu hanh thube, nguyen liéu lam thude.

8. Cac thuoc duge gia han giay dang ky luu hanh tai Quyet dinh nay dugc tlep
tuc sir dung so dang ky da cap trudc khi gia han trong thoi han téi da 12 thang ké tir
ngay duoc cip sd ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tw s6 08/2022/TT-BYT.

2. Phéi hop vai cac co s& didu trj dé thuc hién theo dang cic quy dinh hién
hanh vé thudc ké don, theo do1 an toan, hiéu qua, tdc dung khong mong muén cua
thudc trén nguol Viét Nam va tong hop, bao céo theo quy dinh tai Didu 5 Thong tu sb
08/2022/TT-BYT déi v6i cac thude trong Phu luc IT ban hanh kém theo Quyét dinh
nay.

Pidu 3. Quyét dinh nay cd hiéu luc ké tir ngay ky ban hanh.

Pidu 4. Gidm dbc S¢ Y € cac tinh, thanh phé tryc thudc Trung wong va Giam
ddc co s& san xudt va co sé dang ky ¢6 thude tai Didu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
Noi nhn: . CUC TRUONG
- Nhu Dicu 4; , Py e
-BT. Dgto Hong Lan (d¢ b/c);

-TT. Db Xuin Tuyén (dé bic); ' &
-Cuc Quz“%n y - B6 Qudc phong, Cuc Y t€ - B6 Cong an; i
-Cuc Y t& GTVT - B Giao théng vin tai; \,
- Tong Cuc Hai quan - B Tai chinh;
- Bao hiém x3 hdi Viét Nam; e x .
-B& Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cuong
B9, Vin phong HPTV cép GPKLH thude, NLLT;

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

- Tong Céng ty Dugce Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién c6 giwong bénh trye thuje Bo Y té;

- Trung tim mua sam tdp trung thube quoc gia;

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

Website;

- Luu: VT, DKT (C.H) (02b).

L
O
=






DANH MUC 529 THUOC SAN XUAT TRO

Phu luc I

HANH TAI VIET NAM HIEU LUC 05 NAM - BQT 192

(Kém theo Quyét dinh s6 90

/OB-QOLD ngay 31 thang 01 nam 2024
cua Cuc Quan ly Dugc)

NG NUGC PUQC GIA HAN GIAY PANG KY LUU

STT | Ténthuéc | Hoat chét chinh- | Dang bao |Quy cich dong géi| Tiéu | Tudi | So6 dingky |S61in
Ham lrong ché chuin | tho gia han gia han
(thang) | (S6 ding ky
da cip)
(1) (2) (3) 4) (5) (6) (7N (8) 9

1. Co sé dang ky: Alcapharm B.V (Dia chi: Dorpstraat 101, 2742 AN Waddinxveen, the Netherlands)

1.1. Co sé sin xuit: Cong ty c6 phan Duwoc vit tuy té Hai Dueng (Pia chi: $6 102, phé Chi Ling, phuéng Nguyén Trii,
TP. Hai Duong, tinh Hai Dwong, Viét Nam)

1

Vitamin C

Acid ascorbic
500mg/5ml

Dung dich
tiém

Hép 50 éng x Sml;
Hop 12 bng x 5ml;
Hop 6 dng x Sml

DPBVN
v

24

893110047224
(VD-25862-16)

2. Co s& diing ky: Céng ty ¢6 phin Euvipharm (Pia chi: Ap Binh Tién 2, x3 Pitc Hoa Ha, huyén Dirc Hoa, tinh Long An,
Viét Nam)
2.1. Co s6 san xuit: Cong ty ¢b phin Euvipharm (Dia chi: Ap Binh Tién 2, xi Dtrc Hoa Ha, huyén Duc Hoa, tinh Long
An, Viét Nam)

2 |Acefalgan 500 |Acetaminophen Viénnén |Hop 10 vi x 10 vién | DDVN 36 893100047324 1
500mg v (VD-26134-17)

3 |Arginin Méi Sml chita: L-  |Dung dich |Hép 2 vi x 10 éng NSX 36 [ 893110047424 1

Euvipharm Arginin hydroclorid |uéng x 5ml (VD-25674-16)
1000mg

4 |Cefclor Cefaclor (duai Viénnang [(Hop 2 vix 10 vien | USP 43 36 | 893110047524 1

500 mg dang cefaclor cung (VD-20692-14)
monohydrat) 500mg

5 |[Cefjidim 1g Ceftazidim (dudi (Bt pha Hop 110 USP 43 36 (893110047624 I
dang ceftazidim tiém (VD-18943-13)
pentahydrat + natri
carbonat) 1g

6 |Cefjidim 2g Ceftazidim (dugi (Bt pha Hop 1 lo USP 43 36 | 893110047724 1
dang ceftazidim tiém (VD-18944-13)
pentahydrat + natri
carbonat) 2g

7 |Cifnir 300 mg  |Cefdinir 300mg Viénnang [Hop 1 vix 10vién [JP XVII| 36 |893110047824 |

clmg (VD-20693-14)
& [Cormiron Amiodaron Viégnnén |Hop3vix10wvién [JPXVII| 36 |893110047924 1
200 mg hydroclorid 200mg (VD-19861-13)

9 |Emerop 0,5g Meropenem (duéi  [Bot pha Hop 1 lo USP 40 36 893110048024 1
dang meropenem tiém (VD-19339-13)
trihydrat) 0,5g

10 |Emerop lg Meropenem (dudi  |Bot pha Hép 1 lo USP 38 36 893110048124 1
dang meropenem  |tiém (VD-19340-13)
trihydrat) lg

11 |Enatril 5 mg Imidapril Viénnén |Hop 10vix 10 vién [ JP XVII] 24 |893110048224 |

hydroclorid 5mg

(VD-19865-13)
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STT| Ténthuéc | Hoat chit chinh- | Dangbao [Quy cich dénggéi| Tidu | Tudi | SO0 dingky |[S6lin
Ham lwrong ché chuin | tho gia han gia han
(thang) | (S6 ding ky
da cip)
(1) @ 3 4 (3 (6) ) 8) 9
277 |Stacetam Piracetam 400mg [Viénnén [Hop 10 vix 10vién| NSX 36 | 893110074824 1
400 mg bao phim (VD-29871-18)
278 |Vitamin B12 Cyanocobalamin Dung dich [Hop 100 ng x Iml | DBVN 36 | 893110074924 1
1000mecg/Iml  |1000pg (mcg)/ ml  |tiém (tiém hién (VD-19481-13)
bip) hanh
279 |Znats Cefaclor (dudi Viénnang |Hop 1 vix 10 vién; | NSX 36 893110075024 |
dang Cefaclor cung Hép 2 vix 10 vién (VD-29169-18)
monohydrat) 250mg

47. Co st dang ky: Cong ty c6 phan Dwgc phim Trung wong 3 (Dia chi: S6 16 dudng Lé Pai Hanh, phudng Minh Khai,

quan Hong Bang, thanh phd Hai Phong, Viét Nam)

47.1. Co s& san xuit: Cong ty c6 phan Dugc phim Trung wong 3 (Pia chi: S6 28, duomg 351, xa Nam Son, huyén An

Duong, thanh phd Hai Phong, Viét Nam)

280 [Tetracyclin Tetracyclin Viénnang [Hp 10 vix 10 vién | DBVN 24 (893110075124 1
TW3 hydroclorid 500mg |ctng v (VD-25307-16)

281 [Tetracyclin Tetracyclin Viénnén |[Chai 180 vién; Hop | DDVN 24 | 893110075224 1
TW3 hydroclorid 250mg 1 chai 400 vién v (VD-28109-17)

48. Co sé dang ky: Cong ty c6 phin Dwgc pham Trung wong I - Pharbaco (Dia chi: S6 160 Tén Dic Thang, phudng

Hang Bot, quin Péng Pa, thanh phd Ha Noi, Viét Nam)

48.1. Co s& san xuét: Cong ty cb phan Duge phé’im Trung wong I - Pharbaco (Pia chi: Thén Thach Léi, xi Thanh Xuan,

huyén Séc Son, thanh phé Ha Nai, Viét Nam)

282 |Aceronko 4 Acenocoumarol Viénnén |Hop 3 vi x 10 vién NSX 48 893110075324 1
4mg (VD-20825-14)

283 |[Bicelor Cefaclor (dudi Thude bot  [Hop 1 1o 60ml x USP 38 24 893110075424 1
dang Cefaclor pha hén 18g (VD-29156-18)
monohydrat) dich uéng
125mg/5ml

284 [Cefazolin 2g Cefazolin (duéi Thuée bot  |Hop 10 lo USP 38 36 | 893110075524 1
dang cefazolin pha tiém (VD-31211-18)
natri) 2g

285 |Cephalexin Cephalexin (dudi  |Viénnang [Hdp 10 vi x 10 vién | DDVN 36 893110075624 1

250 mg dang cephalexin cung v (VD-29160-18)
monohydrate)
250mg
286 [Hemoflon Diosmin 450mg; Viénnén |Hép4vix 15 vién NSX 36 (893100075724 1
Hesperidin 50mg  |bao phim (VD-25294-16)
287 (Lifecita 400 Piracetam 400mg  |Viénnén [Hop 10 vix 10 vién | NSX 24 | 893110075824 1
bao phim (VD-30533-18)

288 |Lifecita 800 Piracetam 800mg  |Viénnén |Hop 3 vix 10 vién; | NSX 24 (893110075924 1
bao phim [Hdp 3 vix 15 vién (VD-30534-18)

289 |Melogesic 7,5 [Meloxicam 7,5mg [Vién nén Hép 2 vix 10 vién; | NSX 36 893110076024 1

Hop 3 vi x 10 vién;
Hép 10 vix 10
vién; Hop 1 1o 30
vién; Hop 1 1o 50
vién

(VD-29856-18)
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STT| Ténthuéc | Hoatchit chinh- | Dang bao {Quy cich dénggéi| Tiéu | Tudi | S6dingky |S6lin
Ham lwong ché chuén | tho gia han gia han
(thing) | (S6 dang ky
di cip)
(1) 2 3) @ _ (3) (6) (7 (8) (9)

290 |Parazacol 150 |Paracetamol 150mg |Thuoc com |Hép 12 goi NSX 24 | 893100076124 1
sui bot (VD-28089-17)

291 |Parazacol 250 |Paracetamol 250mg [Thudc cém |Hop 12 goi NSX 24 | 893100076224 1
sui bot (VD-28090-17)

292 |Parazacol 80  |Paracetamol 80mg |Thudc com [Hép 12 goi NSX 24 |893100076324 | 1
sui bot (VD-28091-17)

293 |Phacodolin 500 |Tinidazol 500mg  [Viénnén |Hoép 10vix 10vién| NSX 36 | 893110076424 1
bao phim (VD-29859-18)

294 |Pharbacotl Paracetamol 650mg |Viénnén |Hop 10 vix 5 vién NSX 36 893100076524 1
(VD-24291-16)

295 |Tetracyclin 250 |Tetracyclin Viénnén (Lo 200 vién; Lo NSX 36 893110076624 1
hydroclorid 250mg 400 vién : (VD-29166-18)

296 |Tranecid 250  |Acid tranexamic Dungdich |Hép 10 éngx Sml |BP 2012 24 [893110076724 |
250mg/Sml tiém (VD-25297-16)

49. Co sé ding ky: Cong ty Cé phin Duge phim Trung wong Vidipha (Dia chi: 184/2 Lé Vin S§, Phudong 10, Quin Phu
Nhuin, Thanh phé Hb Chi Minh, Viét Nam)
49.1. Co s6 sin xuit: Chi nhanh céng ty b ph:"in duge phém Trung wong Vidipha Binh Dweng (Pia chi: Khu phé Tan
Binh, Phuong Tan Hiép, Thi xa Tan Uyén, Tinh Binh Duong, Viét Nam)

297

Paracetamol
500mg

Paracetamol 500mg

Vién nang
cung

Hop 10 vix 10
vién; Chai 200 vién

DBVN

36

893100076824
(VD-26310-17,

50. Co s& ding ky: Céng ty ¢6 phin duge phadm Trudng Tho (Dia chi: 86 93 Linh Lang, phuang Céng Vi, quin Ba
Dinh, thanh phé Ha Nbi, Viét Nam)
50.1. Co s& san xuét: Cong ty cd phén dugc phim Trudng Tho (Dia chi: L6 M1, dwong N3, khu cong nghiép Hoa Xa,
phuong Loc Hoa, thanh phé Nam Dinh, tinh Nam Pinh, Viét Nam)

298 |Magnesi-B6 Magnesi lactat Viénnén |Hop 5 vix 10 vién; | NSX 24 | 893100076924 1
dihydrat 470mg, bao phim  |Hdp 10 vi x 10 vién (VD-24329-16)
Pyridoxin
hydroclorid 5Smg

299 |Tovalgan 150 |Paracetamol 150mg Thube cbm [Hop 12 géi x 1,5g; NSX 24 | 893100077024 1

Hop 20 goi x 1,5¢g

(VD-23710-15)

51. Co' s& diing ky: Céng ty ¢b phan Dwge phdm va Sinh hoe Y té (Pia chi: 31 Ngd Thai Nhiém, Phudng V3 Thi Sau,
Quén 3, Thanh phé H& Chi Minh, Viét Nam)
51.1. Co sé san xuit: Chi nhanh Céng ty ¢é phin Dugc phdm v Sinh hee Y té (Dia chi: L II[-18 duémg s6 13, Khu
cdng nghiép Tan Binh, Quén Tan Phu, TP. Hb Chi Minh, Viét Nam)

300 |Cefaclor 125mg |Cefaclor (dudi Thudc bét  |Hop 12 goi x 3g NSX 36 893110077124 |
dang Cefaclor pha hén (VD-26316-17)
monohydrat) 125mg |dich udng

301 |Amucap Ambroxol Vién nang |Hop 10 vi x 10 vién | NSX 36 893100077224 1
hydroclorid 30mg  [cing (VD-22688-15)

302 |Piracetam Piracetam 400mg  |Viénnang |Hop 05 vix 10 DDVN 36 | 893110077324 1

400mg cimg vién; Hop 10 vi x A% (VD-25533-16)

10 vién




-t




