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CONG TY CO PHAN DUQC PHAM CONG HOA XA HOI CHU NGHIA VIET NAM
VINH PHUC Poec lap — Tw do — Hanh phiic
86: 111/2025/VPC-CV Cén Tho, ngay 23 thang 04 nam 2025

V/v: Thay déi s6 ding ky thube

Kinh givi: S& 'y té tinh Kién Giang

Trudc tién, Cong ty C6 phan Duge pham Vinh Phuc chén thanh cam on sy hop tac
va gitp do ctia Quy S& d6i v6i cac san pham va dich vu ctia Cong ty ching t6i trong nhiing
thoi gian qua.

Kinh thwa Quy So'!

Cong ty C6 phan Dugc phdm Vinh Phuc tham dy thiu va da trang thau cic mit
hang thudc do cdng ty chiing toi san xudt va phan phdi theo quyét dinh s6 957/QD-SYT
ngay 04/07/2023 cta S¢'y té tinh Kién Giang.

Thue hién theo quyét dinh s§ 737/QP-QLD ngay 09/10/2023 vé viéc ban hanh Danh
muc 1017 thudc san xudt trong nude duge gia han giéy dang ky luu hanh tai Viét Nam -
Pot 187 ctia Cuc Quan ly Dugc — B0 Y té. Dé dam bao viée cung tmg thude triing thau
khong bi gidn doan, Cong ty ¢ phan Dugc phdm Vinh Phiic xin thong béo vé viéc thay
d6i sb dang ky cac mit hang thude theo quyét dinh s6 737/QP-QLD cua Cuc quéan ly Duge

nhu sau:
STT | Ténthubc | Ténhoatchit, nbng dy/ham | SPK da tring thiu | D0 o
lwgng thay ddi
1 Diclofenac Diclofenac natri 75mg/3ml VD-25829-16 893110304023

Chung 61 cam két cac thude chi thay déi vé sb ding ky, khong thay doi vé chat
luong, quy céch san pham va tiéu chi k§ thuét trong hd so tham gia dau thau.

Chtng t6i gt kém quyét dinh s6 737/QP-QLD ctia Cuc Quén Iy Dugc— By Y té.

Kinh mong Quy S& xem XEt.

Cong ty chung t6i tran trong cam on!

Noi nhan: DAI DIEN HOP_ PHAP CUA NHA THAU

- Nhu kinh gui; PHONG DAI DIEN
- Luu VT. N




Ky bt Cye (Quin

BO Y TE CONG HOA XA HOI CHU NGHIA VIET/N&M'C 1

QG T 7\

CUC QUAN LY DUQC Poc lap - Tw do - Hanh phi K Dué?r jjj:M ; ;)
W

6. 737 /QB-QLD Ha Néi, ngay 09 thang 10 ndm ot /"

QUYET PINH
Vé viée ban hanh Danh muc 1017 thube san xuit trong nuéc
dwgc gia han gidy ding ky luu hanh tai Viét Nam - Dot 187

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Diroc 55 105/2016/QH13 ngay 06/4/2016,

Céin cir Nghi dinh 6 95/2022/ND-CP ngay 1 5/11/2022 cua Chinh phu quy
dinh chirc n(mg, nhiém vu, quven han va co cdu t6 chire ciia Bg Y té;

Can cir Quyét dinh s6 1 969/QB~BYT lzgm/ 26/4/2023 cua B truong Bo Yté
quy dinh chirc ndng, nhiém vy, quyen han va co céu 16 chite etia Cyce Quan Iy Duoc
thude BO Y té;

Cén cir Thong tuw s6 08/2022/TT-BYT ngay 05/09/2022 cia B truéng Bo Y 1é
quy dinh viéc ding ky luu hanh zhuoc nguyén liéu lam thude,

Can cir két ludn ctia Hoi dong tu van cap gidy ding ky luu hanh thube, nguyén
ligu lam thuée - B6 Y té;

Theo dé nghi ciia Trieéng phong Dang ky thuée, Cuc Quan Iy Duoc.

QUYET DINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay danh myc 1017 thudc san xuit trong
nude dwoc cip gidy ding ky lwu hanh tai Viét Nam - Dot 187, cu thc

1. Danh muc 918 thudc san xuit trong nude duge gia han gidy ding ky luu hanh
hiéu huc 05 ndm (Phuy luc 1 Aem theo)

2. Danh muc 99 thudc san xuit trong nudc duge gia han gidy dang k¥ luu hanh
hiéu lge 03 nam (Phy luc Il kém theo).

Pidu2.C 0 s0 san xuét va co s dang ky thube c6 trach nhig¢m:

1. San xuat thum theo diing cac ho so, tai lidu da ding ky v6i BO Y té va phai in
s6 ding ky dugc B Y té Viét Nam cAp 1én nhin thude.

2. Chi duge sin xuéit, dua ra Tuu hanh cac thude kiém soét déc bigt khi c6 Gidy

chirmg nhan di diéu kién kinh doanh dugc pham vi kinh doanh thude phai kiém soat diic
biét phit hop voi pham vi hoat dong cla co s& dap tng quy dinh tai khodn 5 :Dmu 143
Nghi dinh 50 54/2017/ND-CP ngay 08/5/2017 cta Chinh phu quy dinh chi tiét mot so
diéu va bi¢n phap thi hanh Luat Duge.

3. Thyc hién viée cap nhat tiéu chuén chét lugng cia thude theo quy dinh tai
Théng tu s& 11/2018/TT-BYT ngdy 04/5/2018 cua B trudng Bo Y té quy dinh vé chat
luong thude, nguyén lidu 1am thubc.

4. Thyc hién, phéi hop véi co s¢ nhip khau thyc hién theo dang quy dinh tai
Cong vin s6 5853/QLD-CL nudy 19/4/2019 ctia Cuc Quan 1y Dugc vé vige kiém tra
chit luong nguyén lidu lam thudc nhom sartan ddi voi cac thude thude danh myc tai
Pidu 1 ban hanh kem theo Quyut dinh nay c6 chira duge chét thude nhom sartan

5. Thudc duwrgce gia han gidy ding ky luu hanh tai Quyét dinh nay nhung chua ndp
hd so cip nhit ndi dung nhan thude, to hudng dan st dung thude theo quy dinh cha
Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia BS truong Bo Y té thi phai thuc hién
¢fip nhit theo quy dinh tai diém b Khodn 1 Em,u 37 Thong tu 6 01/2018/TT-BYT trong
thoi han 12 thang ké tir ngdy dugc gia han g gidy dang ky luu hanh.




6. Sau 12 thang ké tlr ng gay ky ban hanh Quyét dinh nay, cac thude dwoc gia han
may ding ky luu hanh theo Quyet dinh nay co thay dbi vé ndi dung hanh chinh (bao
gom ca mau nhin va to hudng y dan sir dung thude) phai san xudt va Iuu hanh véi cac néi
dung di duoc phe duyét thay ddi trong hd so gia han.

7. Co so dang ky thube phai bao dam duy tri diéu kién hoat ddng trong thoi gian
hiéu lyc cta gidy ding ky luu hanh thude, nguyén liéu lam thude. Trong trudng hop
khong con dap (mg dit didu kién hoat dong, co s dang ky phai ¢6 trach nhiém thye hién
thay ddi co s¢ ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thdi han
30 ngay ké tir ngdy co s6 dang ky khong con du diéu kién hoat dong.

8. Co s¢ san xuét thuoc phai bao dam céc didu kién hoat dong clia co O san Xuat
trong thoi han hiéu hye cta gl'w ding ky luu héanh thube, nguyén li¢u lam thube.

9. Cac thuoc duoc gia han gidy dang k¥ luu hanh tai Quyet dinh nay duogc tlep
tuc st dung so dang ky da cAp trude khi gia han trong thdi han tdi da 12 thang ké tur
ngay duoc cap s6 dang ky gia han theo quy dinh tai Phy luc VI ban hanh kém theo
Thong tu s& 08/2022/TT-BYT.

Ditu 3. Quyét dinh nay ¢6 higu lyc ké tir ngdy ky ban hanh.

Didu 4. Gidm dbc S¢ Y té cac tinh, thanh pho tryc thude Trung wong va Giam
dbc co st san xudt va co s¢ ding ky co thude tai Didu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhgn: CUC TRUONG
- Nhir Bidu 4;

- BT. Pao HonO Lan (dc ble);

- TT. B3 Xuéan Tuyén (dc bie);

- Cuc Quany - Bo Québc phong, Cuc Y té - By Cong an; ;
-Cuc Y 1€ GTVT - B Giao thong vidn 14y A\ 7 [
- Téng Cuc Hai quan - B§ Tai chinh; N2 4
- Bao hi¢m x@ hoi Viét Nam; = i n K .
-B3 Y té: Vu PC, Cuc QLYDCT, Cye QLKCB, Thanh tra Vi Tuan Cudng
B9, Vin phong HDTV cdp GDKLH thube, NLLT:

- Vién KN thude TU, Vién KN thube TP, HCM;

- Téng Céng ty Duge Vidt Nam - Cong ty CP;

- Céc Bénh vién, Vin ¢6 giuong bénh trye thude BO Y té:

- Trung tdm mua sim tap trung thude quoc gia;

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

Website;

- Luuw: VT, BKT (T) (02b)




Phu luel
DANH MUC 918 THUOC SAN XUAT TRONG NUGC BUGC GIA HAN GIAY DANG KY LUU HANH TAl
VIET NAM HIEU LUC 05 NAM - BOT 187
(Kém theo Quyét dinh s6 737 /OP-OLD ngay (9thang 10ndm 2023
cua Cyc Quan Iy Dugc)

ST| Ténthube | Hoatchétchinh- | Dangbio |Quycdchdéng | Tiéu Tubi S6 diing ky S6
T Ham hrong ché g6i " chuén tho gia han lin
(thdng) | (S6dingky gia
da cap) han

(1 ) &) 4 5 © €] @ )

1. Co s dang ky: Céng ty C6 phin Duge phim 2/9 (Dja chi: 299/22 Ly Thuong Kiét, Phudng 15, Quén 11, Thanh phd
Hb Chi Minh, Viét Nam)

1. 1. Co s& san xudt: Céng ty C6 phin Duge phém 2/9 (Pia chi: 930 C4 dudng C, Khu cong nghiép Cat Lai, cum 2,
Phudmg Thanh My Loi, Quén 2, T P.H5 Chi Minh, Viét Nam)

1 |Nadygenor Arginin aspartat 1g {Dungdich [Hp20 Ongx5 NSX 36 893110251923 01
ubng ml (VD-27732-17)

2 |Nadypharlax Mdi gbi chira Thubc bt |Hop 20 Géi x NSX 36 893100252023 01
Macrogol 4000 10g Jubng 1021 g (VD-19299-13)

3 |Allopurinol 300  |Alopurinol 300mg | Vién nén Hop 3 vix 10 NSX 36 893110252123 01
vién (VD-25103-16)

4 |Atorvastatin 20 |Atorvastatin (duéi  {Vién nén Hoép3vix 10 NSX 36 893110252223 31
dang Atorvastatin  |bao phim  |vién; Hop 10 vi {(VD-30253-18)

calei) 20mg x 10 vién

5 {Fexnad 180 Fexofenadin Viénnén Hop 1 vix 10 NSX 36 893100252323 01

hydroclorid 180mg bao phim  |vién (VD-29639-18)

2. Co s ding ky: Cong ty Cb phin Dwge Phim Imexpharm (Dia chi: S6 04 Pudng 30/4, Phuong 1, TP.Cao Lanh, Ddng
Thép, Viét Nam)

2.1. Co s sin xut: Chi nhénh 3 - Céng ty CPDP Imexpharm tai Binh Duong (Dia chi: S6 22, Duong 6 2, Khu cong
nghiép Viét Nam - Singapore II, Phudng Hoa Phii, TP. Thu Diu Mét, Tinh Binh Duong, Viét Nam)

893110252423 | 01
(VD-26841-17)

Thube bot
pha tieém

USP hién 24
hanh

Hop1Lloxl
gam; Hop 10 Lo
x | gam.

Cefoxitin (dudi
dang cefoxitin
natri} lg

6 |Cefoxitinl g

893110252523 0l
(VD-29757-18)

USP hién 24
hanh

Thude bt
pha tiém

Ceftizoxim (dudi
dang ceftizoxim
natri) lgam

HoplLlox g
Hoép 10 Lox lg

7 |Ceftizoxim 1g

8 {Imedoxim 100 Cefpodoxim (dudi  {Vién nén Hop 03 vix 10 |USP hién 24 03110252623 01

dang Cefpodoxim  {bao phim  |Vién hanh (VD-27850-17)
proxetil) 100mg
9 |Imetoximlg Cefotaxim {(dudi Thube bot  |Hop 1 Lox 1 NSX 24 893110252723 01
dang Cefotaxim pha tiém gam, o thiy (VD-26846-17)
natri) 1g tinh; Hop 10 Lo
x 1 gam, lo thay
tinh
10 |Imexime 200 Cefixim (du6i dang {Viénnang |HGp 02 vix 10 NSX 24 893110252823 0l
cefixim trihydrat)  jclng vién {(VD-30399-18)
200mg
11 |Zanimex 250 Cefuroxim {(dudi  {Vién nén Hop2vix5vién| NSX 36 893110252923 01

dang Cefuroxim bao phim (VD-20746-14)

axetil) 250mg

2.2. Co s6 san xuht: Cong ty C6 phin Dwge Pham Imexpharm (Pia chi: S6 04, Pudmg 30/4, Phudng 1, TP. Cao Lanh,
Tinh Dong Thép, Viét Nam)
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ST| Ténthubc | Hoat chit chinh- | Dangbdo | Quy cichdéng | Titu | Tudi Sédangky | S
T Ham luong ¢hé g6i chuin tho gia han 1in
(thing) | (Sédingky | gia
di cip) han

83 2) 3 ) (5) ©) N (3 ®

55. Co st diing ky: Cong ty 0 phéan Dirge phim VCP (Bia chi: Thon Thach 1.51, xa Thanh Xuén, huyén Séc¢ Son, thanh
phé Ha Nai, Viét \am)
55,1, Co s& sén xudt: Cong ty c6 phin Duge phAm VCP (Dia chi: Thon Thach L.8i, x Thanh Xuan, huyén Séc Son, thanh

th Ha Noi, Viét Nam)
513 |Ceftizoxim 0,5g  |Ceftizoxim (dudi  {Thudc bt |Hép 01 lo; Hop USSP 41 36 893110303123 01
dang ceftizoxim pha tiém 101o (VD-23726-15)
natri} 0,5g
514 |Skinrocin Mupirocin Thuée md |[Hop ltuyp5g NSX 24 893100303223 01
100mg/Sg bdi da (VD-29213-18)
515 {Viciroxim 1,5g Ceturoxim (dudi Thubc bot  [Hop 01 lo; Hop USP 41 24 893110303323 01
dang Cefuroxim pha tiém 05 lo; Hop 10 1o (VD-18780-13)
, natri) 1,5g
516 {Vitafxim 2g Cefotaxim (dudi Thube bot  |Hop 01 lo; Hop | USP 41 36 893110303423 01
dang cefotaxim pha tiém 10 lo; Hop 01 1o (VD-20484-14)
natriy 2g thudc bot pha
tiém + 2 dng
nude ¢t pha
tigm 5ml

56, Co's¢ dang ky: Céng ty ¢6 phin dugc phim Vinh Phic (Dia chi: Sé 777, dudmg Mé Linh, phm}’nﬂ Khai Quang,

thanh p‘ﬂo Vinh Yén, tinh Vinh Phuu Vigt Nam)
56.1. Co s& sin xuht: Cong ty cb phin dwge pha Am Vinh Phiic (Dia chi: Thon Méu Théng - P. Khai Quang - TP.Vinh Yeén -
Vinh Phic, Viét Nam)

517 | Furunas Flunarizin (dudi  {Viénnang |Hop 10vix 10 NSX 36 893110303523 01
dang Flunarizin cing vién (VD-29227-18)
dihydroclorid

" 15,9mg) Smg

518 | Trapadol Tramadol Viénnén |Hop2vix 10 NSX 36 893111303623 01
hydroclorid 37,5mg:{bao phim  |vién; Hop 3 vix (VD-19510-13)
Paracetamol 325mg 10 vién; Hop 10

vi x 10 vién

519 | Vintolox Pantoprazol (dudi  |Viénnén Hoép3vix 10 NSX 36 893110303723 01
dang pantoprazol  |bao tan vién; Hop 10 vi {(VD-30607-18)
natri sesquihydrat) {trong rudt  |x 10 vién
40mg

320 |Calci Folinat 10ml}Acid folinic (duéi | Dungdich [Hop2vix 5 NSX 24 893110303823 01
dang calci folinat  {tiém @ng x 10 ml; (VD-29224-18 )
108mg/10ml) Hop 10vix 5
100mg/10ml Ong x 10 ml

521 |Diclofenac Diclofenac natri Vién nén Hoép 10 vix 10 NSX 36 893110303923 01
50mg bao tan vién; Hop 50 vi (VD-29907-18)

trong rudt  [x 10 vién

522 |Diclofenac Diclofenac natri 75 | Dung dich |Hop 1 vix 10 DDBVN V 36 893110304023 01

mg/3 ml tiem Ong x 3 ml; Hop (VD-25829-16)
5vix 10 Ong x
3ml
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ST|  Ténthube | Hoat chat chinh- | Dangbdo |Quy cichdéng | Tieu | Tudi Sédangky | SO
T Ham fugng ché g6i chuin tho gia han lan
(thing) | (Sédingky | gia
di cip) han
&) ) 3 &) & 0 ()] 3 )
523 {Lincomycin Lincomycin (du¢i  [Viénnang [Hop 10vix 10 |DDVNV 36 893110304123 01
dang Lincomycin  jcimg vién; Hop 20 vi (VD-28145-17)
hydroclorid) 500mg x 10 vién
524 |Metronidazol Metronidazol Viégnnén |Hop20vix 10 |[DDVNYV 36 893115304223 01
250mg vién; Hop 50 vi (VD-28146-17)
x 10 vién
525 [Nisitanol Nefopam Vién nén Hop 3 vix 10 NSX 36 893110304323 01
hydroclorid 30mg  |bao phim  |vién; Hop 10 vi {(VD-28147-17)
x 10 vién
526 |Sismyodine Eperison Vién nén Hoép2vix 10 NSX 36 893110304423 01
hydroclorid 50mg  {bao dudng  |vién; Hop 10 vi (VD-30602-18 )
x 10 vién
527 |Vinfast 120 Fexofenadin Vién nén Hop3vix 10 NSX 36 893100304523 01
hydroclorid 120mg [bao phim vién; Hop 10 vi (VD-29231-18)
x 10 vién
528 |Vinfast 180 Fexofenadin Viénnén  |Hop3 vix 10 NSX 36 893100304623 01
hydroclorid 180mg |bao phim  |vién; Hop 10 vi (VD-29232-18)
x 10 vién
529 {Vinfast 60 Fexofenadin Viénnén |Hop3vix 10 NSX 36 893100304723 0l
hydroclorid 60mg  {bao phim  |vién; HOp 10 vi (VD-29233-18)
x 10 vién
530 | Vinphacetam Piracetam t ¢/Sml {Dungdich |Hop2vix35 NSX 36 893110304823 01
tiém Ct)ng x 5 ml; Hép (VD-25830-16)
10 vix 5 Ong x
5 mi
531 {Vinphacetam Piracetam 400mg {Viénnang |Hop 10vix 10 |DDBVNYV 36 893110304923 01
cimg vién (VD-28150-17)
532 |Vinphastu Cinarizin 25mg Vignnén  |Hop8vix25 DPVNV] 36 893100305023 01
vién; Hop 50 vi (VD-28151-17)
x 25 vién
533 |Vinphatex Cimetidin 200mg | Viénnén |Hop 10vix 10 |DDVNV 36 893100305123 01
vién; Hop 20 vi (VD-28152-17)
x 10 vién
534 {Vinphatoxin Oxytocin 5 TU/m!  {Dungdich  [Hop 1 vix 10 NSX 36 893114305223 01
tiém Ong x 1 ml; Hop {(VD-28703-18 )
5vix 10 Ong x
Iml
535 [Vinphazin Metronidazol Vién nén Hop2vix 10 NSX 36 893115305323 01
125mg; Spiramycin {bao phim vién; Hop 10 vi (VD-29236-18)
750.0001U x 10 vién
336 | Vinprazol Rabeprazol natri Thude bot Hop 1 Lo+ 1 NSX Lo bot: | 893110305423 01
20mg dong kho Ong dung moi 24 (VD-25327-16)
pha tiém Sml; Hop 5 Lo thang:
Hop 10 Lo éng
dung
moi: 24

thang
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ST Tén thube Hoat chit chinh - | Dang bao | Quy cich déng | Titu Tubi S6 dang ky S6
i 4 Ham hrong ché géi chufn | tho gia han lin
(thang) | (Séadingky | gia
di cip) han
&), 2) &) ) 5 ©) M ®) 2
548 {Clindacine 300 |Clindamycin (dudi | Dungdich |Hop 1 vix 35 NSX 36 893110306623 01
dang Clindamycin  {tiém f)ng x 2 ml; Hop {(VD-18003-12)
phosphat) 5vix 10 Ong x
300mg/2ml 2 ml
549 {Vincerol lmg Acenocoumarol I | Vignnén  [Hop3 vix 10 NSX 36 893110306723 01
mg vién; Hop 10 vi {(VD-28148-17)
x 10 vién
550 | Vincurium Atracurium besylat {Dung dich  |Hop 1 vix 10 NsX 24 893114306823 01
23mg/2,5ml tiém Ong x 2,5 ml; (VD-29228-18)
Hop3vix 10
()ng x2,5ml
551 {Vincystin 200 Mbi g6i 1,5g chira: | Thude com | Hop 25 Géi x NSX 24 | 893100306923 | 01
Acetyleystein 1.5 gam (VD-29230-18)
200mg
552 {Vinhistin 8 Betahistin Vién nén Hop 3 vix 10 NSX 36 893110307023 01
dihydroclorid 8mg vién; Hop 10 vi (VD-29235-18)
x 10 vién
553 |Vinphacine Amikacin (dudi Dung dich |HOp2vix$5 NSX 36 893110307123 01

dang Amikacin
sulfat) 500 mg/2mi

tiém

Ong x 2 ml; Hop
5vix 10 Ong x

2ml

{VD-28702-18)

5§7. Co st ding ky: Cong ty ¢o phin Duge Phiic Vinh (Dia chi: L6 CN 4-6.2 KCN Thach That - Qube Oai, X3 Phiing X4,
Huyén Thach That, Tp.Ha Ni, Viét Nam)
57.1. Co s san xut: Céng ty ¢ phin Duge Phitc Vinh (Dia chi: Ld CN 4-6.2 KCN Thach Thét - Qudc Oai, X3 Phing
X4, Huyén Thach Thfit, Tp.Ha Noi, Vigt Nam)

554 {Paracetamol 500 |Paracetamol 500mg {Vién nang  |Lo x 100 vién; NSX 36 893100307223 01
mg clng Lo x 200 vién; (VD-29257-18)
Lo x 300 vién
555 {Paracetamol 500  {Paracetamol 500mg {Vién nén Lo x 100 vién; NSX 36 893100307323 01
mg Lo x 200 vién; (VD-29919-18)
Lo x 500 vién.
556 |Phazandol Paracetamol 500mg {Vién nén Hop 10vix 12 NSX 36 893100307423 01

bao phim

vién; Hop 15 vi

x 12 vién

(VD-28163-17)

58. Co s& ding ky: Cong ty ¢6 phin Duge S.Pharm (Dia chi: Pudng D1 16 G, khu cong nghiép An Nghi¢p, xi An Hiép,
huyén Chau Thanh, tinh S6c Tring, Viét Nam)
58.1. Co s& sén xuft: Cong ty ¢b phan Duge S.Pharm (Dia chi: Pudng D1 16 G, khu cong nghi¢p An Nghiép, x& An Higp,
huyén Chéu Thanh, tinh Séc Trang, Viét Nam)

557 {Acetyleystein Moi goi 1,5g chira  {Thuoe bt [hdp 30 goi, hop NSX 24 893100307523 01
Acetyleystein 100 g6ix 1,5 (VD-30628-18)
200mg gam

558 |Bromhexin 8mg | Bromhexin Vién nén Hép3vix 10 NSX 36 893100307623 01

hydroclorid 8mg

vién; Hop 20 vi
x 10 vién; Hop
50 vix 10 vién

{(VD-30629-18)




ST Tén thube Hoat chiit chinh - | Dang bao | Quy cdch déng | Tiéu Tubi $6 ding ky S6
T Ham lugng ché g6l chufin tho gia han lan
(thing) | (Sédingky | gia
di cip) han
&3 @) &) ) &) ©) 0 (3) ©)
537 | Vinsalmol Salbutamol (dudi  {Dungdich |Hop2vix35 NSX 36 893115305523 01
dang salbutamol khi dung Ong x 2,5 ml; {(VD-23730-15)
sulfat) 2,5mg/2,5ml Hop4vixs
Ong x 2,5 ml;
Hop6vixs
Ong x 2,5 ml;
Hop5vix 10
Ong x 2,5 ml
538 {Vinsalmol 5 Salbutamol (dudi  {Dungdich |Hop2vix 10 NSX 36 893115305623 01
dang salbutamol khi dung Ong x 2,5 ml; {VD-30605-18)
sulfat) 5 mg/2,5ml HopSvix 10
Ong x 2,5 ml
539 {Vinsolon 4 Methylprednisolon |Viénnén Hop2vix i0 DDVNV 36 893110305723 01
4mg vién (VD-27159-17)
540 {Vinsolon 500 Methylprednisolon |Bét dong Hop 0110 +01 NSX 36 893110305823 01
{Dudi dang kho pha tiém dng dung moi 8 (VD-29912-18)
Methylprednisolon ml; Hop 05 lo +
natri succinat) 05 éng dung modi
500mg 8mi; Hép 10 1o
+ 10 éng dung
moi § ml
541 |Vinzix Furosemid Dungdich [Hop2vix$5 NsX 36 893110305923 01
20mg/2ml tigm Ong x 2 ml; Hop (VD-29913-18)
10 vix 5 Ong x
2 ml
542 |Vinzix Furosemid 40mg | Vién nén Hop 10 vix 10 NsX 36 893110306023 01
vién; Hop 5 vix (VD-28154-17)
50 vién; Hop 4
vi x 50 vién
543 {Cammic Acid tranexamic Dung dich [HOp2vix 5 NSX 36 893110306123 01
250 mg/5ml tiém Ong x 5 ml; Hop (VD-28697-18 )
10 vix 5 Ongx
Sml
544 [Vinphaton Vinpocetin Smg Vién nén Hop 8§ vix 25 NSX 36 893110306223 01
vién; Hop 50 vi {(VD-29910-18)
X 23 vién
545 | Vineystin 100 MObi goi 1,5g chira: Thube cém [Hop 25 Goi x NSX 24 893100306323 01
Acetylcystein 1.5g {(VD-29229-18)
100mg
546 | Vinhistin 24 Betahistin Viénnén |Hop3vix 10 NsX 36 893110306423 01
dihydroclorid 24mg vién; Hop 10 vi {(VD-28149-17)
x 10 vién
547 | Vinphacetam Piracetam 2¢/10ml | Dungdich [Hop2vix 3 NSX 36 893110306523 01
tiém Ong x 10 ml; (VD-23091-15)
Hép6vix5s
Ongx 10 ml




CONG TY CO PHAN DUQC PHAM CONG HOA XA HQI CHU NGHIA VIET NAM
VINH PHUC Poc lap — Tu do — Hanh phic
80:125/2025/VPC-CV. Vinh Phiic, ngéy 07 thing 05 ndm 2025
Viv: Diéu chinh théng tin cuia thuoc da
tring thdu

Kinh giti: S6y té tinh Kién Giang

Trude tién, Cong ty C phin Dugc phdm Vinh Phiic chan thanh cam on su hop tac
va gitup do cua Quy S¢ d6i v6i cac san pham va dich vu ctia Cong ty ching toi trong nhitng
thoi gian qua.

Kinh thua Quy So!

Cong ty C6 phan Dugc phdm Vinh Phic tham du thau va da trung thau cac mat
han0 thudc do cdng ty chung toi san Xuét va phan phéiti Quy theo quyét dinh tring thau
s6 957/QD-SYT ngay 04/07/2023 cua So y té tinh Kién Giang. Trong d6 co san pham
Vinzix (Furosemid - 20mg/2ml), s6 dang ky: 893110305923 (CV gia han s6 737/QP-
QLD ngay 09/10/2023)

Thuyc hién cong van s 7152e/QLD-PK ngay 28/03/2024 vé viéc thay doi, bd sung
d6i v&i thube da duge cap GDKLH ctia Cuc Quan ly dugc.

Pé dam bao viéc cung Umg thuoc trang thau khong bi gian doan, Cong ty c¢b phan
Dugc phdm th Phtc xin thong bao vé viée cung tmg thudc Vinzix theo quy cach moi
theo cong van sb 7 152e/QLD DK ngay 28/03/2024 ctia Cuc Quan ly Dugc vé viéc thay
@61, bd sung d6i v6i thude da duoc cip GPKLH nhu sau:

STT Noi dung Thong tin da dwgc phé duyét | Thong tin dé nghi thay thé

Quy cach dd | Hop2vix 5 éng x 2ml; Hop 10
tring thau vix 5 ong x 2ml

Ngoai ndi dung a8 nghl thay d6i néu tren ching to61 cam két cung tmg dt thube 6
chét lugng nhu ho so du thAu tai Quyét dinh s6 957/QD-SYT ngay 04/07/2023.

R4t mong nhéin dugc sy xem xét va ddng ¥ ctia Quy So.

Chiing t6i giri kem quyét dinh s6 7152¢/QLD-PK ngay 28/03/2024 clia Cuc Quéan
Iy Dugc —Bo Y té.

Cong ty ching toi tran trong cam on!

Hop 5 vi x 10 éng x 2ml

No;vzhégg 2l PAI DIEN HOP PHAP CUA NHA THAU
- Nhuw kinn g, 5 o
i VT, PAVT TRUON PHONG PAI DIEN

vO NGOC ANH




BO Y TE CONG HOA XA HOI CHU I\GHIA
CUC QUAN LY DUQC Poc lap - Tu do - Hanh ph\
S6: 7152¢/QLD-BK Ha Noi, ngay 28thang 03 ndm
V/v thay ddi, bd sung d6i voi thube

da duorc cap GDKLH

Kinh giri: Cong ty ¢b phin dugc pham Vinh Phuc
Dia chi: S6 777, dwong Mé Linh, phuong Khai Quang, thanh phé Vinh Yén, tinh
Vinh Phuc

Tré 11 ho so 6 tlcp nhéan sb 6982/22/TPTN ng:,ay 14/12/2022 va céc tai liéu lién
quan cua cong ty ve viéc thay ddi, bd sung dbi vaoi thube da duge chp gidy dang ky
luu hanh;

Can ctt Thong tu sb 08,’2022/TT—BYT ngdy 05/9/2022 cua B Y t& quy dinh
viéc dang ky luu hanh thubc, ncruycn iéu lam thudc;

Can cir Bién ban thidm dinh hd so thay dbi/bd sung cta cong ty, Cuc Quan ly
Duoc ¢6 y kién nhu sau:

Dong ¥ v6i ndi dung e nghi thay d6i, bd sung duge phé duyét kém theo cong
vin nay ddi véi thube Vinzix, sO dang ky VD-29913-18.

Ngoai ndi dung dugc phé duyét, cac ndi dung khac gitr nguyén nhu hd so ding
ky thude luu tai Cuc Quan ly Dugec.

Céc ndi dung thay ddi, bo sung néu trén duge thuc hién ké tir ng,ay ky cong van
nay. Riéng ndi du.nfJr thdy dbi, sau 12 thang ké tir ngay ky cOng vin nay, cong ty
phai thuc 1nen theo ndi dung thay doi di duorc phe duyét.

Cuc Quan ly Duogc thong bao dé cong ty biét va thuc hién ding cdc quy dinh vé
dang ky luu hanh thudce./.

Noi nhin: KT. CUC TRUONG

- Nhur trén; .
- Cuc trru'mw (dé blc); PHO CUC TRUONG

- Luu: VT, DKI ®D).

Nguyén Thanh Lam




CONG TY CO PHAN BUQC HSPK TH LAN 3:
PHAM VINH PHUC - VINPHACO VINZIX (VD - 29913 - 18)

BANG TONC ji()l{@ SANH CAC NOI DUNG THAY DOI YOI

N@m LTIEM VINZIX (VD - 29913 - 18)

P ,";\a E;P N§i dung Noi dung
T 4 / | - |
/\/ ;/41 duge phé duyét d@ nghi thay dbi
TN ’ :
: Thay déi npi dung cia 10 huéng déan siv dung va mdu nhan (MiV-PA2)
1.1 | Cép nhét hudng T hudng din st dung dd | To hudng dan sir dung
din str dung dwoc phé duyét (kém theo) | méi (kém theo)
1.2 | Thay déi mau Mau nhin da duge phé - Mau nhin méi (kém theo)
- thin duyét (kem theo)

Thay doi quy cdch déng goi thit cip cia thuébe thanh pkém (MiV-PA31)

Quy cach dong | Hop 10vix5éngx2ml; | Hop5vix 10 bngx2 ml;
gol hop 2 vix 5 éng x 2 ml hop 2 vix 5 éngx 2 ml




Nhan trén hép szxx Kich thu’é*c (9 x 3 x7)em

Cong thire: Cho mbifing thusc ti@mé ml.
i e 20 MG
T4 duge Vita 00, corcerennnee.

2mi 935110 200373

h, c4ch ding, chdng chi djnh va cdc thing tin kbde:

ng 18 hudng ddn st dung thudc kem theo.

\,c W Bigurkisn bdo qudns: Noi kho rdo, nhist 0 6usi 30°C, trdnh dnh sing.
" TigN ghugn chat lugng: TCCS.

Furosemid 20 mg/2 ml
TB, TTM, TTTM

AW
W g/0bw 0z 8piwuasony

XIZNIA

Brup uodiosaid xy

Nhan trén 8ng thudc tiém Vinzix
Kich thudc: 34 mm X 23 mm

VINZIX

Furosemid 20 mg/2 mi
1B, TTH, TITH

6.4 X

T P DUIC PHAM VINK PHIC
VINPHAZG

A A

% M.
“ A\-RO. o
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VINZIX

Furosemid 20 mg/2 ml  TB, TTM, TTTM M,

Cdf sif sin xudt: Cong ty of phdn Duge phdm Vink Phiic
@ S8 777 dudng M2 Linh, P. Khai Quang, TP. Vinh Y&n, T. Vinh Phuc
[ DT: 02113861233 * Fax: 02113862774 !
VINPHACO Diachi sin xudt: Thon Mau Thong, P. Khai Quang, TP. Vinh Yén, T. Vinh Phic 7/ D0Hd 125

nWYHd UD:Q
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Nhan trén hop Vinzix, Kich thuoe (9 x 3 x7)em

Ty

11020 0373

Cong thite: Chomax 8ng thudc tigm 2 ml.

'n b0 qun:: Noi kn rdo, nmewowéwc trdnh 4nh séng.
n ;ninwln‘(m 1 TCCS.

Furosemid 20 mg/2 ml
B, TTM, TTTM

Al I
W Z/Bw 0z  epwasony

- XIZNIA

Brup vondiosaig xy

Nhan trén 8ng thudc tiém Vinzix
Kich thudc: 34 mm X 23 mm

VINZIX

Furosemid 20 mg/2 mi
T8, TTM, TTTM
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