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Kinh giti: S& Y té tinh Ninh Thuén
(Sau déy goi la Bén moi thau)

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap- Tuw do- Hanh phiic

TP. Hé Chi Minh, ngay 11 thdng 04 nam 2024
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. thau) -xin"chén"t;hénh cam on Quy S& Y té vé sy quan tam, gitip d& va tao diéu kién

Can cir Quyét dinh sb 08/QD-SYT ngay 05/01/2024 ctia Giam dbc S& Y té
Ninh Thuan vé viéc phé duyét két qua lua chon nha thiu Géi sb 01: Géi thau
Thudc Generic va véc xin nim 2023.

Can cir Quyét dinh sb 737/QD-QLD ngay 09/10/2023 ctia Cuc trudng Cuc
Quén ly Dugc vé viéc ban hanh danh muc 1017 thubc san xuat trong nudc dugce
gia han gidy dang ky luu hanh tai Viét Nam — Dot 187.

Nha thiu 12 don vi tring thiu G6i sb 01: G6i thau Thude Generic va véc xin
nam 2023 mat hang PVP - lodine 10% (Povidon iodin 10%/120ml), s6 ding ky:
VD-27714-17, nha san xuét: Cong ty b phén Dugc Ha Tinh — Viét Nam.

Béng vin ban nay nha thau kinh mong dugc Bén mdi thau chip thuan cho
nha thdu duoc didu chinh sé dang ky ciia mat hang trung thiu theo quyét dinh gia
han gidy dang ky luu hanh tai Viét Nam — Dot 187 theo thong tin cu thé nhu sau:

S6 dang
. Nong d4, | Pon
ST | Ma . P Tén hoat 5 00 i ky theo | So ding ky xin
£ Tén thuoc z ham vi , .2 .
T | thuéc chat . QD tring dieu chinh
lwong tinh A
thau
G110 | PVP - Povidon 10%/120 VD-27714-
1 . . Lo 893100267423
88 | Iodine 10% | iodin ml ' 17

Ngoai théng tin diéu chinh néu trén cac théng tin con lai cia thudc trung
thau khong thay dbi. Nha thiu cam két tinh trung thuc, chinh xac cta thong tin va
tai liéu cung cép.

Kinh mong dugc su chap thudn ciia Bén moi thau.

Trén trong !
QP PHAP NHA THAU
SeAN POC

Noi nhin:
- Nhirtrén
Liuru cong ty



», . K§ b Cuc Quin
U el By
- (aqtua t
y Ry, 05-t
3316 20 22
> W@

BQY TE CONG HOA XA HQOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Dic lip - Ty do - Hanh phiic
S6: 737 /QD-QLD Ha Noi, ngay 09 thang 10 ndm 2023
QUYLT PINH

Vé viéc ban hanh Danh myc 1017 thudc sin xuit trong nuée
dwrgc gia han gidy ding ky lru hanh tai Viét Nam - Dot 187

CUC TRUOGNG CUC QUAN LY DUQC

Can ctr Ludt Dugc w 10572016/QH 13 ngay 06/4/2016,
Can ctr Nghi dinh s6 95/2022/NB-CP ngay 15/11/2022 cua Chinh phii quy
dinh chirc nang, nhiém vy, quy én han vit co cdu 16 chirc ctia Bo Y 16;

Can ctr Quyét dinh 56 196 9QD-BYT ngay 26/4/2023 cta B trieong Bo Y 16
quy dinh chirc nang, whiém vu, quyén han va co cdu t6 chire cia Cuc Quan b Duge
thuée Bo Y 1é;

Can ctr Thong nr 56 08/2022/1T-BYT ngay 05/09/2022 cia Bé truong B Y 16
quy dinh vi¢c dang ky heu hanh thuéc, nguven ligu lam thudc;

Can cir két hugn cvia Héi dong ne van edp gidy dang kv heu hanh thuoce, nguyén
liéu lam thuée - Bé Y t6;

Theo dé nghj ciia Trieomg phong Pang ky thuéc, Cuc Quan by Dirge.

QUYET D]NH

Diéu 1. Ban hanh kem theo Quyét dinh nay danh muc 1017 thudc san xuat trong
mrdc durge cip giay ding ky Iru hanh tai Viét Nam - Dot 187, cu lhe

1. Danh myc 918 thudc sin xuét trong nudc duge gia han gidy dang ky lru hanh
hiéu lyc 05 nam (Phu luc 1 kém theo).

2. Danh muyc 99 thudc san xuat trong ndc duge gia han gidy dang ky hru hanh
hiéu hee 03 nam (Phu luc 1] kém theo).

Diéu 2. Co $& san xuat va co so déng ky thude ¢6 trach nhiém:

1. San xuat lhuoc theo dung cac hd so, tai ligu da dang ky vai B Y té va phai in
s6 dang ky dugc Bo Y té Viét Nam cap I1én nhan thudc.

2. Chi duoc san xudr, dura ra luu hanh cac thude kiém soat dac bigt khi co Gnay
chimg nhén du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat dc
biét phu hop véi pham vi hoat dong, clia co s¢ dép tmg quy dinh tai khoan 5 Dleu 143
Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phui quy dinh chi tiét mot sb
diéu va bi¢n phap thi hanh Luét Dugc.

3. Tlmc hién viéc cap nhat tiéu chudn chét lugng coa thude theo quy dmh tal
Théng tu so 11/2018/TT-BYT n;,ay 04/5/2018 ctia Bo trudng B Y té quy dinh vé cht
legng thudc, nguyén heu fam thuéc.

4. Thuc hién, phéi hop vdi co s& nhip khdu thye hign theo dung quy dinh tai
Cong, vin sé 5853/QLD-CL n5ay 19/4/2019 cia Cuc Quan ly Duoc vé vigc kiém tra
chal lugng nguyén li¢u lam thudc nhém sartan ddi voi cac thude thude danh myc tai
Diéu | ban hanh kém theo Quyet dinh nay c6 chira dugc chat thudgc nhom sartan

5. Thudc dugc gia han gidy dang, ky lru hanh tai Quyét dinh nay nhung chua nop
hé so cap nhat ndi dung nhan thudc, 1& hudng din sir dung thudc theo quy dinh cia
T hong, tr 01/2018/TT-BYT ngay 18/01/2018 ciia Bo trudng Bo Y té thi phai thyc hién
cdp nhit theo quy dinh tai diém b Khoan 1 Bleu 37 Théong tu s6 01/2018/TT-BYT trong
thoi han 12 théng ké tir ngay dugc gia han gidy ding ky heu hanh,




6. Sau 12 thang ké 1r ngay ky ban hanh Quyel dinh néy, céc thudc duge gia han
gnay ding ky lwu hanh theo Quyet dinh nay cé thay dbi vé néi dung hanh chinh (bao
gom cé mau nhan va to hudng dan sir dung, thudc) phai san xuat va lru hanh véi cac ndi
dung da dugc phé duyét thay déi trong ho so gia han.

7. Co s¢ dént, ky thude phai bao dam duy tri diéu kién hoat dong trong thot gian
hiéu lyc cua gidy dang ky hru hanh thude, nguyén lidu 1am thude. Trong truémg hop
khon;, con dap mg du didu kién hoat ddng, ca s& dang ky phai cé trach nhiém thyc hién
thay ddi co s& ding ky theo quy dinh tai Thong tr s0 08/2022/TT-BYT trong thai han
30 ngay ké tir ngdy co sd dang, ky khong con du diéu kién hoat dong.

8. Co s& san xuat thuoc phai bdo dam cac diu klen hoat dong cua co sd san xut
trong thai han hncu lyre cua ;,lay dang ky hru hanh thuoc, nguyén llcu lam thuoc.

9. Cac thuoc dugc gia han gidy diing, ky hwu hanh tai Quyct dinh nay dugc tiep
tuc sir dung so diing ky da cap trude khi gia han trong thai han t6i da 12 thang ké ur
ngdy dugc cap sd dang ky gia han theo quy dinh tai Phy luc VI ban hanh kém theo
Thong tu so 08/2022/TT-BYT.

Diéu 3. Quyét dinh nay co higu hye ké tir n;,ay ky ban hanh.

Dicu 4. Giam déc S& Y té chc tinh, thanh pho tryc thuge Trung wong va Giam
déc co s& san xuat va co sé dang ky co thude tai Didu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noit nhin:

- Nhu Bidu 4;

- BT. Ddo Hong Lan (d¢ brc);

-TT. Db Xuan Tuyén (dc blc);

- Cuc Quan y - Bé Quoc phong, Cuc Y 1é - B6 Cong an;

- Cuc Y 1¢ GTVT - B Giao thdng vin tdi;

-Tong Cuc [Hai quan - B Tai chinh;

- Bido hu.m x4 hdi Vige Nam:

-Bg Y t&: Vu PC, Cyc QLYDCT Cuyc QLKCB Thanh tra
Bg, Vin phon;, HDTV cap GDPKLH thudc, NLLT:

- Vu,n KN thuoe TU, Vién KN thuée TP. HCM;

- Tong Cong y Dugc Viét Nam - Cong ty CP;

- Cac Bénh vién, Vncn c0 giudng bcnh true thudc BO Y 1¢;
- Trung tdm mua sim tip trung thude quoc gia;

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

- Luu: VT, BKT (T) ((12b).
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Phy luci )
DANH MUC 918 THUOC SAN XUAT TRONG NUGC DUGC GIA HAN GIAY DANG KY LUU HANH TAI
VIET NAM HIEU LYC 05 NAM - DQT 187

ctia Cuc Quan ly Diepre)

(Kem theo Quyét dinh 6 737 /QD-QLD ngay 09thdang 10ndm 2023

ST Tén thudc Hoat chat chinh - | Dang bae | Quy cach dong | Titu Tudi So dang ky $b
T Ham hrgng ché géi chuin | the gia han lhn
(théng) | (S6 dang ky gia

di cip) han

(1) (2) (3) ) (5) (6) (N (8) 9

1. Co s& déing ky: Cong ty Cb phin Dugce phim 2/9 (Dia chi: 299/22 Ly Thudmg Kiét, Phuong 15, Quén 11, Thanh pho
H& Chi Minh, Vi§t Nam)

1. 1. Co sé siin xuéit: Cdng ty Cé phan Dirge phiam 2/9 (Dia chi: 930 C4 dudng C, Khu cong nghi¢p Cat Lai, cym 2,

Phudmg Thanh My Lgi, Quin 2, TP.H6 Chi Minh, Viét Nam)

1 |Nadygenor Arginin aspartat Ig [Dung dich  [Hop 20 Ong x 5 NSX 36 893110251923 01
udng mi (VD-27732-17)

2 (Nadypharlax Mai goi chia Thuodc bét  |Hop 20 Goi x NSX 36 893100252023 04
Macrogol 4000 10g [udng 1021 g (VD-19299-13)

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

4 {Atorvasialin 20 |Atorvastatin {dudt  |Vién nén Hop 3 vix 10 NSX 36 893110252223 0l
dang Atorvastatin  [bao phim vién; Hgp 10 vi (VD-30253-18)

calci) 20mg x 10 vién

5 |Fexnad 180 Fexofenadin Vién nén Hop 1 vix 10 NSX 36 893100252323 01

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

2. Ca si dling ky: Cong ty Ca phin Duge Phiim Imexpharm (Dia chi: S6 04 Dudng 30/4, Phudmg 1, TP .Cao Linh, Dong
B

Thip, Vi¢t Nam)
2.1. Co sé san xuht: Chi nhénh 3 - Céng ty CPDP Imexpharm tgi Binh Duong (Dia chi: $6 22, Pudng s6 2, Khu céng
nghiép Vi¢t Nam - Singapore II, Phuong Hoa Phu, TP.Thi Dau Mét, Tinh Binh Duong,Viét Nam)

6 |Cefoxitin | g Cefoxitin (duwdi Thudc bot  [Hop | Lo x ) USP hi¢n 24 893110252423 01
dang cefoxitin pha tiém gam; Hop 10 Lo hanh (VD-2684]-17)
natri) 1g x 1 gam.
7 |Ceftizoxim g Ceftizoxim (dwéi  [Thuoc bot  [Hép | Lo x 1g; | USP hi¢n 24 803110252523 01
dang ceflizoxim pha tiém Hop 10 Lox 1g hanh {(VD-29757-18)
natri) {gam
8 [Imedoxim 100 Cefpodoxim (dudi  |Vién nén Hop 03 vix 10 | USP hién 24 893110252623 01
dang Ccfpodoxim  [bao phim Vién hanh (VD-27890-17)
proxetil) 100mg
9 [Imectoxim 1 g Ccfotaxim (dudi  [Thuoe bot  [Hop | Lo x | NSX 24 | 893110252723 | 01
dang Cefotaxim pha ti¢m gam, lo thuy (VD-26846-17)
natri) lg tinh; Hop 10 Lo
x 1 gam, lo thiy
tinh
10 [Imexime 200 Cefixim (dudi dang |Vién nang  |Hép 02 vix 10 NSX 24 893110252823 01
cefixim trihydrat)  |cimg vién (VD-30399-18)
200mg
11 |Zanimex 250 Cefuroxim (dudi  [Vién nén Hop2 vix Svien| NSX 36 893110252923 01
dang Cefuroxim bao phim (VD-20746-14)

axetil) 250mg

2.2. Co s sdn xuét: Cdng ty Co phan Duege Phiim Imexpharm (Dja chi: S0 04, Dudng 30/4, Phudng 1, TP. Cao Linh,
Tinh Dang Thap, Viét Nam)
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ST Tén thude Hoat chiit chinh - | Dang bao | Quy caichdéng | Tiéu Tudi S6 dang ky Sb
T Ham hrgng ché goi chuén the gia han tin
(théng) | (SO dangky | gia
aa cip) han
(1) (2) 3) (4) (5) (6) (M (8) 9
150 | Pyomezol Omeprazole (dudi  [Viénnang  |Hop4 vix 7 NSX 36 93110266823 01
dang Omeprazole  |cimg chira  |vién; Hop 10 vi (VD-28782-18)
pellet 8.5%) 20mg  |vihatbao  |x 10 vién; Hop
(an trong HOO vi x 10 vién;
rut Chai 14 vién

19. Co s& déing ky: Cong ty cé phiin Dwge Ha Tinh (Dja chi: S6 167, dudng Ha Huy Tap, Phuéng Nam Ha, thanh pho Ha

Tinh, Tinh Ha Tinh, Vi¢t Nam)
19.1. Co s& san xufit: Cong ty ¢b phan Dirge Ha Tinh (Dia chi: $6 167, dudng Ha Huy Tap, Phuang Nam Ha, thianh pho

Ha Tinh, Tinh Ra Tinh, Viét Nam)

povidon iodin 10g

dung ngodi

hop 1 lg 30ml;
hép 1 lo 50ml;
hép 1 fo 80ml:
hép 1 1o 90ml;
hép 1 lg 100mL;
hop 1 1g 120ml;
hop 1 1o 125ml;
hép 1 1o 130ml;
hop 1 1o 150ml;
hop 1 lo 180ml;
hop 1 lo 200ml,
hop 1 1o 250ml;
1o 260mt; lo
330ml; lo
500ml: lo
1000mi; 1o 1200
ml; 1o 1500mi.

(VD-27714-17)

151 [Hemprenol Betamethason Kembdida |Hop | yp Sg, NSX 36 893110266923 01
dipropionat 3,2my 10g, 15g, 20g, (VD-28796-18)
25g, 30g
152 |Ibuhadi Ibuprofen 400mg  [Vién nén Hop § vix 10 NSX 36 893100267023 01
bao phim vién; Hop 10 vi (VD-28797-18)
x 10 vién: Hop |
Lo x 50 vién;
Hop 1 Lo x 100
vién; Lo 500 vién
153 |Liritoss Atorvasiatin (dudi | Vién nén Hép 10 vi x10 NSX 36 893110267123 0l
dang Atorvastatin  |bao phim vién, hgp S vi (VD-27711-17)
calct trihydrat) x10 vién, hop 2
10mg vi x10 vién
154 iNcurohadine Gabapentin 300mg  |Vién nang  [Hop 3 vi, 5 vi, NSX 36 893110267223 01
cling 10 vi x 10 Vién; (VD-27713-17)
Hop 1 Lo x 100
Vién
155 [Newnalgine Paracclamol Viénnang |Hép 03 vi, 05 vi, NSX 24 893111267323 01
325mg; Tramadol |cimg 10 vi x 10 vién (VD-21210-14)
hydrochlorid
37,5mg
(\ID PVP - lodine 10% |Moi 100ml chira Dung dich  |Hop ! 1o 20m; NSX 36 893100267423 0l

B\ ‘€283 /ny
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157

Rhomatic Gel a

Natri diclofenac
0,1g

Gel boi
ngoai da

Hop 1 Tuyp x 10
gam: Hop |
Tuyp x 15 gam;
Hop | Tuyp x
18,5 gam; Hop !
Tuyp x 20 gam;
Hop | Tuyp x 21
gam; Hop |
Tuyp x 24 gam;
Hop | Tuyp x 25
gam; Hop |
Tuyp x 50 gam;
Hop 1 Tuyp x 30
gam; Hép 1
Tuyp x 75 gam;
Hop 1 Tuyp x
100 gam

NSX

36

893100267523
(VD-26693-17)

0l

d
G
&
2

158

Tcbunesin

Terbutalin sulfat
1,5mg, Guaifencsin
66,5mg

Siro thuoc

Hop ! lo x 30ml,
Hop | lg x 60ml,
Hop t g x
100ml, Hop 1 1o
x 125ml; Ong,
Hop 10 6ng, 20
ong, 30 ong x
Sml; Hop 10
ang, 20 6ng, 30
ong x 10ml

NSX

36

893110267623
(VD-28657-18)

01

20. Co s& diing ky: Céng ty Co phin Duge Hau Giang (Dja chi: 288 Bis, Nguyén Van Cir, phudng An Hoa, quin Ninh
Kiéu, thanh pho Cin Tho, Viét Nam)
20.1. Co sér san xuft: Cong ty Cé phin Dirge Hju Giang (Dia chi: 288 Bis, Nguyén Viin Cir, phudng An Hoa, quin Ninh
Kiéu, thinh pho Can Tho, Viét Nam)

159 [lvis Tobramycin  {Mdi 5 ml dung dich [Thuoc nhé  [Hop | Chaix 5 NSX 24 893110267723 01
chira: Tobramycin  |mét ml (VD-26705-17)
15mg

160 {Medskin fusi Mai 10 gam ¢ Kembdida [Hop 1 Tuyp x 10 NSX 36 893110267823 01
chira: Acid fusidic gam (VD-21213-14)
0,2 gam (acid
fusidic 2%)

161 [Stoccel P M&i 20g chira: Héndich |Hop24 Goix 20 | NSX 36 | 893100267923 | O
Aluminium uong gam (VD-30249-18)

phosphat gel 20%

12,38 gam

20.2 Co s sin xufit: Cong Ty Cé Phian Dugc Hau Giang — Chi nhanh nha may duge pham DHG tai Hiu Giang (Dia
chi: L6 B2 - B3, Khu cong nghi¢p Tan Phii Thanh - Giai doan 1, x3 Tan Pha Thanh, huy¢én Chiu Thanh A, tinh Hau Giang,
Viét Nam)

s
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ST[ Ténthudc | Hont chitt chinh - | Dangbao [Quycachdéng | Titu | Tudi Sodangky | So
T Ham lugng ché goi chuan thy gia han lan
(thang) | (Sbdangky | gia
an cﬁp) han
(1 @ ) @) (5) 6) () @) )

95.2 Co s& siin xufit: Cang ty Cd phiin Dugc - Trang thit bj y t& Binh Dinh (BIDIPHAR) (Tru s¢ chinh: 498 Nguyén
Thai Hoc, P. Quang Trung, Tp. Quy Nhon, tinh Binh Dinh, Vi¢t Nam; BPja chi nha may: Chi nhinh Cong ty cb phén Dugc -
Trang thiét bj y (¢ Binh Binh (Bidiphar) — Nha may céng nghé¢ cao Nhon Héi: L6 A3.01-A3.02-A3.03, khu A Khu kinh té
Nhon Hdi, x3 Nhon Héi, thanh phd Quy Nhom, tinh Binh Binh, Vit Nam)

917 |Canpaxcl 30 Paclitaxel Dungdich [Hop ! Lox5Sml | USP42 24 893114343523 01
30mg/5mi tiém (VD-21631-14)

918 | Lyoxatin F50 Oxaliptatin 50mg | B4t dong Hop 1 Lo USP43 36 893114343623 il
kho pha tiém (VD-27262-17)

Ghi clui:

1. Cdch ghi 1iéu chudn chat luong thudc 1gi c61 (6):

- Nha san xudr (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house ¢ y nghia tuwomg dwomg nhan,
la tiéu chudn chdt legng thude do co 56 san xudt xdy dung va déu eo thé dwoe ghi trén nhan thude.

© Chch viét 11 che tiéu chuin chdr hegmg dirpre dién: Dwe dién Vigt Nam (DRVN), Duge dicn Anh (BP), Duoc dién My
(USP), Durgre dién Nhdat Ban (IP), Diege dién Trung Quoc (CP), Drwpe dién Chéu du (EP), Diwpe dién Quic 18 (IP)...

2. 56 dang k) tai et (8):

- 86 dang ky gia han 1a 56 dang ky duge cbp theo quy dinh i Phy lue VI Théng ne 08/2022/11-BYT ngdy 05/09/2022 ciia
B6 triecmg Bo Y ¢ quy dinh vige ding ky hau hdnh thude, nguvén ligu lam thude.

- S6 dang kv 4@ cdp (chegre ghi trong ngode don) 1a 56 ddng ky da de cdp tride khi thude duge gia han theo quyét dinh
nay.

- Che thude da dwge cdp $6 dang ky lan ddu trede ngdy 01 thang 01 ndm 2023 duge gia han gidy dang ky lueu hanh thi duge
1iép tuc ste dung $0 dang ky: da cip tnede khi gia han trong thoi han 13i da 12 thang ké 1ir ngay dge odp s6 dang ky theo céu
fruc mdi.




