CONG TY CO PHAN DUQC PHAM CONG HOA XA HQI CHU NGHIA VIET NAM
TAY NINH Poc lap - Twdo - Hanh phic
SO: 01-24/CVTIN-SYTDN Tdy Ninh, ngay 11 thing 09 ndm 2024

CONG VAN

(V/v Bé sung quy cdch déng goi)

Kinh giti: SO'Y TE TINH PONG NAI
Truée hét, CONG TY CO PHAN DUQC PHAM TAY NINH chén thanh cam on su
hop tac ciia Quy So véi Cong ty ching t6i trong suot thoi gian qua.
Vira qua, Cong Ty C6 Phin Duge Phﬁn} Tay Ninh c6 tham gia dAu thau va tring thét}
tai S¢ Y Té tinh Dong Nai theo Quyét dinh s6 1572/QD-SYT ngay 16/12/2022 cua So Y t&
tinh Pdng Nai vé viéc phé duyét ket qua lya chon nha thdu Géi thau s6 01: Thude generic,
trong d6 c6 mat hang thudc Stadovas 5 CAP, hoat chat Amlodipin S5mg,
(SPK: VD-19692-13) thudc nha san xuat: Cong ty TNHH Lién doanh Stellapharm - Chi
nhanh 1; Viét Nam.

Tuy nhién, vao thoi diém hién tai, san pham triing thau trén da c6 sy bd sung vé quy
cach dong goi, chi tiét cu the nhu sau:

TT

STT Tén hoat | Ham

A . ) T - t' ot
HSMT clist lwong SPbK Thong tin cu hong tin ma&i

Quy cach dong goi:
Hop 3 vi x 10 vién;
Hop 10 vi x 10 vién

VD-19692- | Quy cach déng goi:

633 | Amlodipin | Smg 13 Hép 3 vi x 10 vién

Cong ty chung toi cam doan thong tin vé viéc bd sung quy cach dong goi la hoan toan
chinh x4c, nhimg thong tin khac van gilt nguyén khong thay doi kém tai liéu bd sung.

Mong Quy S& chép thuan dé Cong ty tiép tuc cung img thudc trung thau tai dia ban tinh
Ddng Nai vé6i quy cach dong gbi moi.

RAt mong nhan dugc sy cam thong va hd trg tir Quy So.

Chén thanh cam on.

Tran trong.

DS. DUONG THU HIEN
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BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pic lap - Tw do - Hanh phiic

s6/4 99 /QLD-BK Ha Ngi, ngly 8 ythdng (, niim 2016
V/v ting han ding thubc

-
3. £l
e
an

Céng ty TNHH LD Stada-Viét Nam.

Hée Mon, Tp. HCM

/03/2016 clia cong ty vé v1ec bd sung hd so theo yéu cdu tai cong vin s6
2503/QLD-BK ngay 25/02/2016 ctia Cuc Quan 1y Dugc lién c%uan dén viée ting
han ding thude ddi véi thube séin xuét trong nude d& duge cap so ding ky luu
hanh.

Cin cit Théng tur 56 44/2014/TT-BYT ngay 25/11/2014 cua Bo trudéng Bo
Y té quy dinh viéc déng lcy thube; Thong tw sb 04/2008/TT-BYT ngay
12/5/2008 ctia Bd trudmg Bo Y & hudng din ghi nhin thudc;

C#n ot Bién ban thdm dinh hd so thay dbi/bb sung clia cdng ty, Cuc Quan
1y Duge ¢6 ¥ kién nhu sau:
Pdng y d& cong ty duge ting han ding thube dbi véi thuée Amlodipin
Stada 5 mg, so dang ky VD-19692-13, cu thé nhr sau:
- Han ding cta thudc d& dugc phé duyét: 36 thang k& tir ngdy san xudt;
- Han diing ctia thudc thay ddi: 48 thz'mg k& tir ngay san xuét.
‘ Ngoai n6i dung duoc thay ddi trén, tht ca céc nodi dung khéc gifr nguyén
nhu hd so ding ky thubce luu tai Cyc Quén ly Duge.
Céng ty dang ky, nh sén xuét phal chiu trach nhidm vé chét lucmg abi

v6i thude luru hanh trén thi trudng va cb trdch nhiém théng béo su thay d6i nay
dén céc co quan lién quan va khach hang,

~ Sau 03 thing k& tir ngay ky cdng vin nay, cong ty khéng duge san Xuét
thube trén voi han dung cii.
Cuc Quén ly Duqc thong bao @8 cong ty biét va thyue hién ding cde quy
dinh ctia Viét Nam v8 liru hanh thubc./. .

Noinhgn:
-Nhutrén,
- Luu; VT, DK (Hy).

K63/1 Nguyén Thi Séc, dp My Hoa 2, xd Xudn Théi Dong, huyén







BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pée lip - Tw do - Hanh phiic

Ha Ngi, ngay 17 thang 3 néam 2017

=i yefz Hoc Mon, Tp HCM

-Chi nhinh Céng ty TNHH Lién Doanh Stada- Viét Nam;

 Pja chi: 86 40 Pgi 1p Txr Do, KCN Vigt Nam - Singapore, Thudn An,
Binh Duong

Cue Quén ly Duge nhan duge cdc don dang ky thay dai de ngay 20/01/2017 cua
cong Ly vé vrec thay dbi tén co s& san xuét thubc déi voi thude san xudt trong nudce da
dirge cdp s6 ding ky luu hanh.

Can cir Thong tu sb 44/2014/TT-BYT ngay 25/11/2014 cta B) trudng Bo Y té
quy dinh viée ddng ky thude;

Cin cit c4c Bién ban thim dinh hd so thay ddi/bd sung cua eong ty, Cuc Quan 1y
Duge ¢6 y kién nhy sau:

Dédng ¥ dé cong ty dugc thay ddi tén co sor san xuét thude doi véi 10 thude theo
danh myc duge déng ddu xac nhan ciia Cuc Quén 1y Duge kém theo cdng vin nay, cu
thé nhu sau:

- Tén co s& san xult thudc di duge phé duydt: (_oug ty INHH Lién Doanh
Stada-Vi¢t Nam; :

- Tén co s¢ sén xudt thubc thay ddi: Chi nhanh Céng ty TNHIH Lién Doanh
Stada-Viét Namy

Ngoai ndi dung duge thay ddi trén, tat ca cdc ndi dung khéc gilt nguyén nhu hd
su diing ky thude luu tai Cuc Quan ly Duge.

Cdng ty dang ky, nha san xuat phai chju trach nhiém v & chit lugng déi voi thude
heu hanh trén thi-trudng va ed trach nhiém thong béo sy thay ddi nay dén cac co quan
Jién quan.va khach hang

Sau 03 thang ké fir ngay ky cOng van nay, céng ty khong duge san XUAt CAc
thude trén vl 18n co 56 san xudt cil,

Cuc Quan ly Duge thong béo dé cong ty biét va thue hién dung cde quy dinh ctia
Viét Nam vé luu hanh thube./.

Noi nhin: KT. CUC TRUON

2 Nhtr e
- Lt VT, BK (Hy).
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DANH MUC

10 th uéc cho phép thay dbi tén co' sé sin xudit Chi nhénh Cong ty TNHI Lién
Doanh Stada-Viét Nam
(K theo Céng vinsé 3445 /OLD-DK ngdypithing 4ndm 2017
cua Cye Qudn Iy Duge)

| STT Tén thudc Sbdangky
- "~ Argistad 250 VD-20540-14
= Amlodipin Stada S mg VD-19692-13
_______ 3 Azicife VD-20541-14
. Argistad 500 _VD-2037213 |
2 Cetirizine Stada 10 mg VD-18108-12 '
o Fluconazol Stada 150 mg VD-18110-12
¥ Lamzidivir VD-17209-12 ¢
S Losartan Stada 50 mg VD-20373-13
Poo Myopain 50 VD-20085-13
j Stacytine 200 VD-20374-13

Danh muc 01 trang 10 thude./.







BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC DPoc lap - Tw do - Hanh phiie

Ha Néi, ngay 4L thdng <0 ndm 2018

. S Cong ty TNHH LD Stada-Viét Nam.
‘ z K63/J Ngzgfen Th; Sée, ap My Hba 2, xd Xudn Thoi Dong,

ngay 20/06/2018 va cc ta1 hf;u co hen quan clia cbng ty (so tiép nhan
2163/TDTN) vé viée thay ddi tén thuoc. thanh phim, thay d6i mdu nhan d6i véi
thudc san xudt trong nucc d5 duge cap so dang ky luu hanh.

C#n ¢ Thong tu s6 44/2014/T T-BYT ngdy 25/11/2014 cua Bo truong Bo
Y té quy dinh viéc ding ky thuoc, Thoéng tu sé 01/2018/TT BYT ngay
18/01/2018 cia B truong Bé Y t& quy dinh ghi nhan thufe, nguyén ligu lam
thudc v to huong dan sir dung thudic;

Cin cir Bién ban thdm dinh hd so thay ddi/bd sung ctia ¢ong ty, Cuc Quan
Iy Dugc ¢d ¥ kién nhu sau:

1 Pbng ¥ de cong ty dirge thay d6i ten thudc thanh pham thay d6i méu
nhin déi véi thubc Amlodipin Stada 5 mg, s& ding ky:VD-19692-13, cu thé& nhu
sau;

1.1. Thay 601 tén thude:

~ Tén thuoc dd phé. duyét: Amlodipin Stada 5mg.

~ Tén thubc thay d6i: Stadovas 5 CAP.

1.2. Thay d8i mau nhén: M3u nhan thay dbi dwoc déng déu x4c nhén cla
Cuc Quéan ly Duge kém theo Cong van nay.

Ngoal ndi dung duoc thay dbi trén, tht ca céc ndi dung khéc gift nguyén
nhu hd so dang ky thube luu tai Cuc Quan 1y Duge.

Cong ty ding ky, nha san xuét pha1 chiu trdch nhiém vé chét lugng asi
véi thude Tuu hanh trén thi tnrong v& ¢6 trach nhiém théng bdo sy thay dbi nay
dén cac co quan lién quan va khach hang,

2. Cong ty chi duge san xuét va luu hanh thube dbi véi cdc néi dung da dé
nghi thay dbi sau khi d8 tw hoan thién céc n6i dung quy dinh tai muc s6 3 cia
cbng vén nay.

3. Trong thoi han 06 thang k& tir ngay ky céng vin nay, yeu chu cong ty
phai hoan thanh vige bd sung trong hd so luu cia cdng ty cdc phin hd so ¢d lién
quan dén nm dung thay 61 mAu nhn, cy thé nhu sau:

- Bb sung gidy chimg nhan ding ky nhén hiéu hang héa d6i véi nhan
hiéu Stella. °

Céc nfi dung cong ty tu b sung, hoan thién cho hé so clia thude nay
duge dung lam bing chrmg xuft trinh truéc co quan cb thém quyn khi kiém tra
v& hd so ding ky luu hanh thude, nguyen lidu 1am thude.

4, Sau 06 théng ké tir ngay ky cong véh nay, cong ty phai san xudt thude
theo c4c ndi dung di duge phé duyét thay abi,







Cuc Quén ly Duogc théng béo dé cong ty bibt va thyc hién diing cde quy
dinh ctia Viét Nam v& luu hanh thude./,

fiek ke KT. CUC TRUONG

- Nhur trén;

- CT.V@ Tun Cudng (4 ble); PHO CUC TRUONG
- S8 'Y t TP HCM;

- Luu: VT, BK (Chi).







BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
YUAN LY DUQC Pic lap - Ty do - Hanh phic

it /QLD-BK Ha Ngi, ngay 0% thdang A2~ nam 2019

ay dcn tcn co s¢

inh giri: Céng ty TNHH Lién doanh Stellapharm.
Dia chi- K63/1 Nguyén Thi Sée, dp My Hoa 2, xd Xudn Théi Dong,
huyén Hoc Mon, Tp. HCM.

Ngay 24/10/2019, Cuc Quan ly Dugc nhén hd so ding ky thay dbi cla
cong ty (s tiép nhan 4461/T PTN) vé viéc thay do1 tén co s& dang ky, co s& san
xuat d6i v6i thude san xuat trong nudc di dugce cap sb dang ky luu hanh,

Czn ctr Thong tir s 32/2018/TT- BYT ngdy 12/11/2018 ciia B6 trudng Bo
Y té quy dinh vige déang ky Iuu hanh thudc, nguyén liu lam thuoc,

" Céneclr két luén tai Blen ban thim dinh hd so thay dbi/bd sung cla cong
ty, Cuc Quan ly Duge co y kién nhu sau:

Dong y dé cong ty duge thay dbi tén co s& ding ky, co s san xuat dbi vcn
222 thudc theo danh muc dinh kém céng vén nay, cu thé nhu sau:

1. Thay déi tén co s& dang ky:

- Tén co s& ding ky da phé duyét: Cong ty TNHH Lién doanh Stada —
Viét Nam.

- Tén co s¢ dang ky thay dm Cong ty TNHH Llen doanh Stellapharm.

2. Thay ddi tén co SO san xuét:

- Tén co s& san xuat da phé duyét: Ch1 nhanh Cong ty TNHH Lién doanh
Stada — Viét Nam.

- Tén co s§ san xuat thay dbi: Céng ty TNHH Lién doanh Stellapharm~ .
Chi nhanh 1.

Ngoai ngi dung dugc thay dbi trén, tit ca cdc ndi dung khic giir nguyen
nhu hé so ding ky thude luu tai Cuc Quén Iy Dugc.

Co s& ding ky, co s¢ san xuét phai chiu trich nhiém vé chét luqng dbi véi
thudc luu hanh trén thi trudng va co trach nhlem thong bao su thay dbi nay dén
cac co quan lién quan va khach hang.

Sau 06 théng ke tlr ngay ky cOng van nay, thubc khong duorc sé.n xuét véi
cdc ndi dung cfi da dé& nghi thay dbi.

Cuc Quan ly Dugc thong béo dé cong ty biét va thuc hién ding cac quy
dinh ctia Viét Nam vé san xuét va luu hanh thude./.

Noti nhiin: ' , KT CucC TRUO'NG
- Nhur trén; : N

- CT.Vii Tuén Cudng (dé b/c);
-Luu: VT, DK (Chi).
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BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUANLY DUQC Pje ldp - Ty do - Hanh phie

DANHMUC
Cic thudc dé nghi thay dbi tén co s& ding ky, co s& sin xuht
(Kém theo cong van sofy/OLD-PK ngay04 thang 42 ndm 2019)

TT Tén thube S6 dang ky
L. | Acyclovir STADA 200 mg VD-26553-17
2. | Acyclovir STADA 400 mg VD-21528-14
3. | Acyclovir STADA 800 mg VD-23346-15
4. | Acyclovir STADA 800 mg VD-29496-18
5. | Adefovir STADA 10 mg VD-25027-16
6. | Albendazol STADA 200 mg VD-26554-17
7. | Algelstad VD-23335-15
8. | Allopurinol STADA 300 mg VD-23985-15
9. | Almasane VD-23962-15
10. | Arastad 20 VD-17765-12
11. | Argistad 1G VD-23336-15
12. | Aspirin STADA 81 mg VD-27517-17
13. | Asthmatin 10 VD-26555-17
14. | Asthmatin 4 VD-26556-17
15. | Asthmatin 5 VD-26557-17
16. | Atenolol STADA 100 mg VD-29497-18
17. | Atenstad 50 VD-25980-16
18. | Azicine VD-20541-14
19. | Azicine 500 . VD-33095-19
20. | Bamstad VD-32398-19

.21. | Betahistine STADA 16 mg VD-25487-16
2. | Bicimax VD-26558-17
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23. | Bisoplus HCT 5/12.5 VD-18530-13
24. | Bisoplus HCT 10 mg/25 mg VD-19188-13
25. | Bisoprolol 2.5 mg Tablets VD-32399-19
26. | Bisoprolol STADA 10 mg VD-21529-14
27. | Bisoptolol STADA 5 mg VD-21530-14
28. | Bisostad 2.5 VD-24559-16
29. | Bisostad 5 VD-23337-15
30. | Calcium STADA 500 mg VD-27518-17
31. | Calcium STADA Vitamin C, PP VD-25981-16
32. | Captopril STADA 25 mg VD-22668-15
33. | Captopril STADA 25 mg aVD-27519-17
34. | Carvestad 12.5 VD-22669-15
35. | Carvestad 6.25 VD-29498-18
36. | Cetirizine STADA 10 mg VD-30834-18
37. | Citalopram STADA 10mg VD-27520-17
38." | Citalopram STADA 20 mg VD-27521-17
39. | Clarithromycin STADA 250 mg VD-31395-18
40. | Clarithromycin STADA 500 mg VD-26559-17
41. | Clindastad 150 VD-24560-16
42. | Clopistad VD-23964-15
43. | Cotrimstada VD-23965-15
44. | Cotrimstada forte VD-23966-15 * |
45. | Diltiazem STADA 60 mg VD-27522-17
46. | Diosmin 500 VD-22349-15
47. | Domperidon STADA 10 mg VD-28558-17
48. | Dudencer VD-23338-15
| 49. | Efatrio QLDPB-787-19
50. | Efavirenz STADA 600 mg VD-26560-17
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51. | Elnitine VD-32400-19
52. |Enalapril STADA 10 mg VD-21768-14
33. | Enalapril STADA 5 mg VD-26561-17
54. | Entecavir STADA 0.5 mg QLDB-560-16
55. | Esomeprazol STADA 20 mg VD-23339-15
56. | Esomeprazol STADA 40 mg VD-23967-15
57. | Febustad 40 QLDB-687-18.
58. | Febuistad 80 QLDB-563-16
59. | Felodipin STADA 5 mg retard VD-26562-17
60. | Fenostad 160 VD-26563-17
61. | Fenostad 200 VD-25983-16
62. | Fexostad 120 VD-25478-16
63. | Fexostad 180 VD-23968-15
64. | Flucoldstad VD-18109-12
65. | Fluconazol STADA 150 mg VD-32401-19
66. | Fluotin 20 . VD-18851-13
67. | Fluzinstad 5 VD-25479-16
68. | Gastrylstad VD-25986-16
69. | Gemfibstad 300 VD-24561-16
70. | Glimepiride STADA 2 mg VD-24575-16
71, | Glimepiride STADA 4 mg VD-23969-15.
72. | Grippostad C VD-23340-15
73. | Hemarexin - VD-16718-12
74. | Ibuprofen STADA 600 mg VD-26564-17
7. |mdopits VD-26574-17
76. | Irbesartan STADA 150 mg VD-19189-13
77. Irbesartan STADA 300 mg VD-18533-13
78. | Itranstad VD-22671-15







79. | Keamine VD-27523-17
80. [ Kidviton VD-22006-14
81. | Lactulose STADA VD-27524-17
82. | Lamivudin STADA 150 mg VD-32402-19
83. | Lamone 100 VD-21099-14
84. | Lamivudine Tablets 150 mg VD-29499-18
85. | Lamostad 100 VD-24562-16
86. | Lamostad 200 VD-24563-16
87. | Lamostad 25 VD-25480-16
88. | Lamostad 50 VD-24564-16
89. | Lamgidivir ¥D-29500-18
90. | Lansoprazol STADA 30 mg VD-21532-14
91. | Lercastad 10 VD-21101-14
92. | Levetstad 250 VD-21104-14
93. | Levetstad 500 VD-21105-14
94. | Levofloxacin STADA 250 mg VD-31396-18
95. | Linestad 600 VD-25984-16
96. | Lipistad 10 VD-23970-15
97. | Lipistad 20 VD-23341-15
98. | Lirystad 150 VD-30107-18
99. | Litystad 75 VD-31397-18..
100. | Lisinopril STADA 10 mg VD-21533-14
101. | Lisinopril STADA 2,5 mg VD-23342-15
102. | Lisinopril STADA 20 mg VD-23343-15
103. | Lisinopril STADA 5 mg VD-22672:15
104, | Lisiplus HCT 10/12.5 VD-17766-12
105. | Lisiplus HCT 20/12.5 VD-18111-12
106. | Liverstad 140 VD-22673-15







107. | Loperamid STADA VD-23971-15
108. | Loperamid STADA VD-25985-16
109. | Lorastad 10 Tab. VD-23354-15
110. | Lorastad D VD-23353-15
111. | Lorastad Sp. VD-23972-15
112. | Loratadin STADA 10 mg VD-24566-16
113. | Losartan STADA 100 mg VD-23973-15
114. | Losartan STADA 12,5 mg VD-23974-15
115. | Lostad HCT 100/12,5 mg VD-27525-17
116. | Lostad HCT 100/25 mg VD-23975-15
117. [ Lostad HCT 50/12.5 VD-24567-16
118. | Lostad T25 VD-21534-14
119. | Lostad T50 VD-20373-13
120. | L-Stafloxin 500 VD-24565-16
121. | Mangistad o VD-23355-15
122. ﬁtﬁ}ﬂniﬂ STADA 1000 mg VD-27526-17
123, | Metformin STADA 500 mg VD-23976-15
124, | Metformin STADA 850 mg VD-26565-17
125. | Mirastad 30 VD-27527-17
126. | Myopain 150 Vb-20084-13
127. | Myopain 50 VD-20085-13
128. | NAC 200 eff VD-22674-15 |
129. | Nebivolol STADA 5 mg VD-23344-15
130. | Neuronstad . VD-26566-17
131. | Nifedipin T20 retard VD-24568-1‘6

132, | Odistad 120 VD-21535-14
133. | Odistad 120 VD-26567-17
134. | Odistad 60 VD-12624-10
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135. | Olanstad 10 VD-27528-17
136. | Olanstad 5 VD-25481-16
137. | Osarstad 80 VD-26571-17
138. | pantostad 40 CAP VD-17211-12
139. | Pantoprazole STADA 40 mg VD-33096-19
140. | pantostad 20 VD-18534-13
141. | pantostad 40 VD-18535-13
142. | Partamol 150 VD-24569-16
143, | Partamol 250 VD-18852-13
144. | partamol 325 VD-21536-14
145. | partamol 500 *VD-21111-14-
146. | partamol 80 VD-23977-15
147. | partamol C VD-21112-14
148. | Partamol Codein eff. VD-14577-11
149. | partamol Codein Tab. VD-29504-18
150. | Partamol eff. VD-24570-16
151, | partamol Tab. VD-23978-15
152, | partamol-Cafein VD-21113-14
153. | Pracetam 1200 VD-18536-13
154. | Pracetam 400 VD-22675-15
155. | Pracetam 400 CAP VD-25554-16.
156. | Pracetam 800 VD-18538-13
157. | Pranstad 1 VD-21114-14
158. | Pravitce - VD-22346-15
159. | Praxinstad 400 VD-21115-14
160. | Quetiapin STADA 200 mg VD-27530-17
161. | Quetiapin STADA 100 mg VD-27529-17
162. | Quetiapin STADA 25 mg VD-27531-17
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163. | Rabestad 20 VD-20543-14
164. | Ribastad 200 VD-32403-19
165, Risperstad 1 VD-18853-13
166. Risperstad 2 VD-18854-13
167. | Rosuvastatin STADA 10 mg VD-19690-13
168. | Rosuvastatin STADA 20 mg VD-19691-13
169. | Scanax 500 VD-22676-15
170. | Scanneuron VD-22677-15
171. | Scanneuron-Forte VD-22013-14
172. | Sestad VD-30835-18
173. | Sezstad 10 » VD-21116-14
174. | Sifstad 0.18 VD-27532-17
175. | Sifstad 0.7 VD-27533-17
176. | Simvastatin STADA 10 mg VD-22347-15
177. | Simvastatin STADA 10 mg VD-26568-17
178. | Simvastatin STADA 20 mg VD-30836-18
179. | Staclazide 30 MR VD-28559-17
180. | Staclazide 60 MR VD-29501-18
181. Stacytine 200 VD-20374-13
182. | Stacytine 200 CAP VD-22667-15
183. | Stacytine 600 VD-23979-15
184. | Stadeltine VD-27542-17 . |
185. | Stadleucin VD-27543-17
186. | Stadloric 100 VD-25555-16
187. | Stadloric 200 | VD-22678-15
188. | Stadnex 20 VD-23980-15
189, | Stadnex 20 CAP VD-22345.15
190. | Stadnex 40 VD-23981-15
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191. | Stadnex 40 CAP VD-22670-15
192. | Stadnolol 50 VD-23963-15
193. | Stadovas 10 Tab. VD-30105-18
194. | Stadovas 5 CAP VD-19692-13
195. | Stadovas 5 Tab. VD-30106-18
196. Stadpizidﬂs-o VD-25028-16
197. | Stadsidon 20 VD-25482-16
198. | Stadxicam 7.5 VD-21109-14
199. | Statripsine VD-21117-14
200. | Tadalafil STADA 10 mg VD-21118-14
201. | Tadalafil STADA 2,5 mg a VD-29502-18
202. | Tadalafil STADA 20 mg VD-25483-16
203. | Tadalafil STADA 5 mg VD-24571-16
204. | Tamsustad VD-22348-15
205. | Tefostad T300 VD-23982-15
206. | Tefostad 300 VD-28560-17
207. | Telmisartan STADA 40 mg VD-22679-15
208. | Telmisartan STADA 40 mg VD-26569-17
209. | Telmisartan STADA 80 mg VD-23345-15
210. | Telmisartan STADA 80 mg VD-25484-16
211. | Trimetazidin STADA 20 mg VD-27534-17
212, | Trimetazidine STADA 35 mg VD-25029-16 »

MR
213. | Tusstadt VD-23983-15
214. | Ultradol - VD-22007-14
215. | Valsartan STADA 160 mg VD-25030-16

. 216. | Valsartan STADA 40 mg VD-26570-17
217. | Venlafaxine STADA 37,5 mg VD-25485-16
218. | Venlafaxine STADA 75 mg VD-23984-15
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219.

Vitamin C STADA 1 g VD-25486-16
220. | Vorifend 500 VD-32594-19
221. | Vorifend Forte VD-27535-17
223, | Zopistad 7.5 VD-18856-13

Danh myc gbm 09 trang 222 thudc./.
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BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lip — Tw do — Hanh phiic
& 3235 /QLD-PK Ha Néi, ngay o7 thdng o4 ndm 2021

thinh ndi dung cdng van
éu 11.rc gidy ding ky

Kinh gii:  Céc co s¢ ding ky co6 thudc duogc dinh chinh

Cuc Quan ly Dugc nhén duge cong vén cua chc cong ty dang ky thude vé
viéc dinh chinh thong tin trong céc Quyét dinh cp Gidy dang ky luu hanh thude
cta Cyc Quén ly Duoc.

Cin ctt hd so ding ky thuoc luu tai Cuc Quan 1y Dugec, Cuc Quan ly
Dugc théng béo dinh chinh mot sb ndi dung tai cac Quyet dinh cp Gidy ding
ky luu hanh thude dbi véi cac thudc tai danh muc cu thé nhu sau:

Danh muc céc thubc duge dinh chinh théng tin tai Quyét dinh cdp Gidy
dang ky luu hanh thudc (Phu luc 1 kém theo Céng vin nay).

Cuc Quan Iy Duoc théng bao dé c4c don vi biét va thyc hién./.

Noi nhin: KT.CUC TRUONG
- Nhu trén; PHO CUC TRUONG
- B{ truong Nguyén Thanh Long (d& b/c); o

- Thir trudng True TugﬂQuéc Cutng (d8 blc);

- Cuyc trudng Vii Cubng (48 ble);

- Cyc Quan Y - BY Quéc phong, Cuc Y té - B Cong an, || 3
Cuc Y té Giao théng vén tai - B§ GTVT;

- Téng Cuc Hai quan — B§ Tai chinh;

- Bao hiém X4 hoi Viét Nam;

- BYT: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
BY;

- SYT céc tinh, TP tryc thudc TU}

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

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

- Céc bénh vién, Vién c6 giudng bénh truc thuge BYT;

- Cyc QLD: P.QLKDD, P.QLCLT, P.PCTTra, Website
Cuc;

- Luu: VT, BKT (QN).

ien Thanh Lam
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K.ybm CycQuin

guqmm MYté
WL BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUANLY DUQC Péc lap - Tw do - Hanh phiic
S6: 201 /QDP-QLD, Ha Ngi, ngay 20  thang 04 ndm 2022
53
,\;5‘ QUYET DINH

vé vmcrban hanh Danh muc 149 thudc sdn xuit trong nudc
duge gla han gidy ding ky lvu hanh tai Viét Nam - Dot 174.1

ﬁ’" ' CUC TRUGNG CUC QUAN LY DUGC

“\\

Can cir Ludt Dugc sé 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh 56 75/2017/ND- CP ngay 20/6/2017 cua Chinh phii quy dinh
chu“c ndng, nhiém vy, quyen han va co cdu té chikc cia B6 ¥ té;

-C* %

< Cén cir Théng tw s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bj truong B Y té
quy dinh viéc dang ky leu hanh thudc, nguyén liéu lam thubc;

Can cir Ihong tie sO 29/2020/TT BYT ngay 31/12/2020 ctia BS truong Bo Y té

stka ddi, b3 sung va bai b mét s6 van ban quy pham phdp ludt do Bg truong BS Y
té ban hanh, lién tich ban hanh;

Cén cik Thong tir $O 5 23/2021/TT-BYT ngay 09/12/2021 ciia B truéng Bo Y

16 sira déi, b6 sung mot s6 vin ban quy pham phdp luat do B§ truéng Bg Y té ban
hanh;

Cdn cir Quyet dinh s6 7868/0D-BYT ngay 28/12/2018 ciia Bj trucng Bo Y té
quy dinh chikc ndng, nhiém vy, quyén han va co cdu té chike ciia Cuc Quan Iy Dugc
thuéec B6 Y 1é;

Cin ci lge?'t luén ciia Hpi dong tur van cdp gidy ding ky heu hanh thudc, nguyén
liéu lam thubc - B Y té;
Xét dé nghi ciia Truomg phong Ping ky thuée, Cuc Qudn Iy Duoc,

QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay Danh muc 149 thudc san xuat
trong nudce dugc gia han gidy dang ky luu hanh tai Viét Nam - Dot 174 1. Céc thude
tai Danh muc ndy duoc gift nguyén thong tin sé dang ky da cp, cu thé:

1. Danh muc 143 thubc san xudt trong nuée duge gia han glay dang ky luu
hanh tai Viét Nam c6 hiéu lyc 05 nam ké tir ngay ky ban hanh Quyét dinh ndy (Phuy
luc I kém theo).

2. Danh muc 06 thudc san xuét trong nuéc duge gia han g1ay dang ky luu
hanh tai Viét Nam c6 hiéu lyc 03 nam ké tir ngay ky ban hanh Quyét dinh ndy (Phu
lyc IT kém theo).







Diéu 2. Co s& san xuft va co s& ding ky thudc ¢6 trdch nhiém:

1. San xuét thube theo dung cac ho so, tai liéu dd dang ky v6i BO Y té va phai
in s§ ding ky dugc B Y te Viét Nam c4p 1én nhan thube.

2. Chi dugc sanf‘mat dua ra luu hanh cac thubc kiém soét dic biét khi c6
Gidy chirng nhan dug dleu kién kinh doanh dugc pham vi kinh doanh thuéc phai kiém
soat dac biét phu hop v0i pham vi hoat dong clia co s& ddp ting quy dinh tai khoan
5 Dleu 143 NghLdmh s 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phtl quy dinh
chi tiét mét 50, dleu va bién phép thi hanh Luat Dugec.

3. Th’lrc hien viéc cdp nhét tiéu chudn chit lvong cua thube theo quy dinh tai
Thong tur s“o 11/2018/TT-BYT ngay 04/5/2018 ctia B) trudng B6 Y té quy dinh vé
chét hrq,hg thudc, nguyén liéu 1am thuc.

o4, Thye hién, phdi hop véi co s6 nhap khau thyc hién theo quy dinh tai Céng
vin' §o 5853/QLD-CL ngay 19/4/2019 ctia Cuc Quén Ly Duge vé viée kiém tra chét
hr(mg nguyén liéu lam thuoc nhém sartan déi v6i céc thude thude Danh muyc tai
Pidu 1 ¢6 chira duoc chét thudc nhém sartan.

5. Cép nhét nhén thudc, t& huéng dén st dung thude theo quy dinh tai Thong
tr s6 01/2018/TT-BYT ngay 18/01/2018 ciia Bo truéng Bo Y té quy dinh ghi nhén
thudc, nguyén lidu 1am thudc va to huéng dan sir dung thude trong thoi han 06 thang
ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay ddi, bd sung gidy ding
ky Iuu hanh thubc > quy dinh tai Thong tu $6 32/2018/TT-BYT ngay 12/11/2018 cua
B truong BO Y té quy dinh viéc ddng ky luu hanh thuée, nguyén ligu lam thude va
Thong tur s6 29/2020/TT-BYT ngéy 31/12/2020 cia Bo truéng Bo Y té sua dbi, bd
sung va bai bé mt s6 vin ban quy pham phép luat do B§ truéng B6 Y té ban hanh,
lién tich ban hanh.

6. Phéi hop véi céc co sé didu tri dé thyc hién theo dung cic quy dinh hién
hanh vé thudc ké don, theo dai an toan, hi¢u qua, téc dung khong mong muén cla
thuoc trén ngudi Viét Nam va téng hop, bdo céo theo quy c’Imh tai Pidu 5 Thong tu
s6 32/2018/TT-BYT ngay 12/11/2018 cta B tru:cmg Bo Y té quy dinh viée déng
ky Iuu hanh thudc, nguyén ligu lam thuéc d6i véi céc thube thude Phu luc 1T ban
hanh kém theo Quyét dinh nay

7. Co s& déing ky thudc phai bdo dam duy tri didu kién hoat | dong trong thoi
gian hi¢u luc cia gidy ding ky luru hanh thubc, nguyén liéu lam thude. Trong trudng
hop khong con dap g du didu kién hoat dong, co s& déng ky phai c6 trich nhi¢m
thue hién thay ddi co s& ding ky theo quy dinh tai Thong tw s6 32/2018/TT-BYT
ngdy 12/11/2018 ciia B) truéng Bo Y té quy dinh viéc ding ky lvu hanh thude,
nguyén liéu lam thude trong thi han 30 ngay ké tur ngay co s¢ déng ky khéng con
di diéu kién hoat dong.

8. Co s& san xuit thude phal bao dam cac diéu kién hoat dong cua co s& sian
xuat trong thoi han hiéu lue cua gidy din g ky luu hanh thude, nguyén lidu 1am thuéc.

Diéu 3. Pbi véi thuoc Prozalic (STT 48 Phy luc I) va thuc Tratrison (STT
01 Phy luc IT) co sé phai tién hanh nép hd so thay ddi cach ghi ham lugng hoat chét
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du6i dang ndng d9 % theo hinh thire thay dbi, bd sung quy dinh tai Phu luc II Thong
tu s6 32/2018/TT-BYT.

Didu 4. D6i v6i cdc thube 6 thay ddi v& hd so hanh chinh (bao gom nhin, to
hwéng dén sir dung thu,é‘é) trong ho so gia han, sau 06 thang ké tir ngdy ban hanh
Quyét dinh ndy, co s¢'khdng duge sin xuat thude voi cac ndi dung cii d4 dé nghi
thay d6i. g

Pidu 5. Qﬁ‘%’c dinh ndy ¢6 hiéu luc ké tix ngay ky ban hanh.

 Pidu6,Gibm dbc S Y té chc tinh, thanh phd tryc thuge Trung wong va Gidm
déc co s sanl xudt va co s¢ dang ky c6 thudc tai Dicu 1 chiu trach nhiém thi hanh
Quyét dinlrnay./.

>
Noi nhign:
- N@Biéu 6; ,
- BO trudng BYT (d€ bic);
&TT. D3 Xuén Tuyén (& blc); ;
“ Cuc Quéan y - B Qubc phong, Cuc Y t€ - B Cong an;
- Cuc Y t& GTVT - B) Giao théng vén tai;
- Téng Cuc Hai quan - B§ Tai chinh;
- Bao hiém xa hdi Viét Nam;
-B& Y té: Vu PC, Cuc QLYDCT, Cyc QLKCB, Thanh tra
B0, Vian phong HPTV cép GDKLH thudc, NLLT;
- Vién KN thubc TU, Vién KN thudc TP. HCM;
- Téng Céng ty Dugc Viét Nam - Cong ty CP;
- C4c Bénh vién, Vién c6 giudng bénh tryc thue BO Y t&;
- Cuc QLD: P.QLKDD, P.QLCLT, P.PCTTra, P.QLGT;
‘Website;
- Luu: VT, PKT.
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Ban hanh kém theo Quyét dink.sé..201..../0D-QLD, ngay 20../04/202%1a Cuc Quan Iy Dupc
%
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PHU LUCI
DANH MUC 143 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG
KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POQT 174.1

S
1. Co si diing ky: Cong ty cd:phin Fresenius Kabi Vigt Nam (Dja chi: Khu vyc 8, phrdng Nhon Ph, thanh

phé Quy Nhon, Binh mnh@é}ét Nam)

1.1. Co sé sin xuét: Cong'ty cb phin Fresenius Kabi Vigt Nam (Pia chi: Khu vye 8, phwimg Nhon Phi, thanh

phé Quy Nhom, Binh Bjiih, Viét Nam)

3 Han N
i t £ x < A
STT |Tén thue® frzi Ry At ?h?.-"g Ao 1 dtug T:‘; g;:y CQ;.I‘ séGpKLH | 50 !;m
s g & (¢thiing) chuin ng goi gia han
x W
B Chai 100 ml;
Chai 500 ml;
Natri Natri clorid Dung dich Thing 80 .
Y |clorid 3%  [3g/100ml tiém truyén T e T N L o1
ml; Thing 20
Chai x 500 ml
Chai 250ml,
500ml;
Glucose Glucose khan Dung dich Thung 30
2 130% 30% gantdn | o [P o [YOORLST | QL
Thiing 20
chai 500ml
Dextrose khan
11,365g; Natri Thing 30
Lactated clorid 1,5g; Kali chai 250ml;
Ringer's clorid 75mg; Dung dich thiing 20 chai
. | VD-21953-1 01
il Matrilacet | thatuyba| 2 | V% | sonmi; Chai s
Dextrose 750mg; Calci 250ml; Chai
clorid dihydrat 500ml
50mg/250ml

2, Co sd didng ky: Cong ty Cb ph%m Durge - Trang thiét bj y té Binh Dinh (BIDIPHAR) (Pia chi: 498 Nguyén
Thai Hoe — Phwong Quang Trung — Tp. Quy Nhon — Tinh Binh Pinh - Viét Nam)

2.1 Co sé san xuit: Cong ty Co phin Dwgc - Trang thiét bi y té Binh Pinh (BIDIPHAR) (Dia chi: 498

Nguyén Thai Hoc — Phwdng Quang Trung — Tp. Quy Nhon — Tinh Binh Djnh - Viét Nam)






57 [Medskin |, o lovir5%  |[Kembsida | 36 [TCCS Hop 1P X 1y 19981-13 01
clovir 5g
s8 |Rotocal |Calcitriol 0,25 pe V™™ | 24 [rccs [BP3VIXWlyposassrs | a1
0 mém vién
—5
& Hop 10 vix
PR T e el i 24 |rccs |10 Viem HOP |ypy 5o760-15 | 01
U meém 1 chaix 100
{4.' vién

17. Co s diing ky;:Eong ty CB phin Dirge phim Gia Nguyén (Dia chi: Pudmg YP6, KCN Yén Phong, xa
Pong Phong, huyén Yén Phong, tinh Biic Ninh, Vigt Nam)
17.1. Cu & sapxudit: Cong ty Co phin Dirge phém Gia Nguyén (Dia chi: Pudmg YP6, KCN Yén Phong, x3
Dong Phong, huyén Yén Phong, tinh Biic Ninh, Viét Nam)

e
AT
| X Han = . T
STT {Tén thue ﬁ“‘*‘t R oy D]:‘gg B30 | Jing Tl:f:m aQ;: °a;:' s GPKLH Si‘; ';‘;‘n
gng c (théng) |° gg gia ha
Xylometazoline £ x
60 B2 |irochioride |00 X 2 |rces [FOPLIex131yp 306115 | o1
adult mili ml
0,1%
Xylometazoline P
61 |lamxylo  |hydrochloride Thbenhd | 54 Irces Hop 110x 10 | (m) 93960.15 | 01
mili ml
0,05%
M&i 15 gam
thubc m& chira:
£ P
i gy [BOEmebumon TSR0 s |tocs [HOPLWYPX Iypo3p63-15 | 01
dipropionat 9,6  |bdi da 15g
mg; Acid
salicylic 450 mg
e o L
63 |Acyclovir Acyelovir5,0% Lo oow | 24 |rces  [FOPLVPX fypogdge-16 | 01
(wiw) 5g,10g

18. Co s& d3ng ky: Cong ty TNHH Lién Doanh Stellapharm (Pia chi: K63/1 Nguyén Thi Séc, Ap My Hoa 2,

X3 Xuin Théi Pong, Huyén Hoc Mén, Tp. H8 Chi Minh, Viét Nam)
18.1 Co s& san xut: Cong ty TNHH Lién Doanh Stellapharm (Dja chi:
X3 Xuan Théi Dong, Huyén Héc Mdn, Tp. H8 Chi Minh, Vit Nam)

K63/1 Nguyén Thi Séc, Ap My Hoa 2,







Han

- wm » A QA
STT |Tén thube ﬁ"‘-“ chit, him i%ng Bh0: | i T[:“‘gn gé‘g’ °“;:‘ S5 GPKLH s;r:“
gng (théng) | gg gia h
P 2
Aceclofenac |, 3t I Hop 5 vi, 10
64 |STELLA A“““’fm"égﬁ :;z’”:; 36 |TCCS |vix 10vién; [VD-20124-13 | 01
0omg |78 & P Chai 500 vién
i
N
Stadxi v Hop 2 vi, 3 vi
g5 [TROKICAM |y totieam 15 mg]Visnnéo 24 [uspar [ROP2VE3VIG, 1060a13 | o1
15 a3 x 10 vién

M .
-1s

T ,
18.2 Co' s sén jﬁlét_: Cong ty TNHH Lién Doanh Stellapharm - Chi nhinh 1 (Pja chi: S6 40 dai 1§ T Do, Khu

cong nghiép Yfét Nam - Singapore, Phwéng An Phi, Thi xd Thuin An, Tinh Binh Dirong, Viét Nam, Viét Nam)
v

i
e

e

Han

£ ‘ t chit. ha ! A £ .2
STT.{Ten thufic [ 108 At ham amablo | gupg |TRM QWA ol GpKin sbile
ong (thing) g8 g1a ha
Amlodipine (duéi Hoép3vi, 10
Stadovas 5 |dang Amlodipine |Vién nang vix 10 vién;
66 CAP Besylute 6,94 1ing) |cting 48 |TCCS Hop 1 Chai VD-19692-13 01
5mg 30 vién
Bisoprolol Hop 3 vi, 6 vi
Bisoplus fumarate 10 mg; |Vién nén x 10 vién;
67 luerT 10025 Hydrochlorothiaz |bao phim N L Hop 1 Chai x L %
de 25 mg 30 vién,
Lisinopril (dudi
dang lisinopril
Lisiplus dihydrate10,89 & .
i
68 |HCT mg) Vién nén 36 |rccs |POP3VEOVIIyn 176612 | o1
x 10 vién
10/12.5 10mg;
Hydrochlorothiazi
de 12,5 mg
Sulfamethoxazole Hép 2 vi, 10
Cotrimoxaz |800 mg; e vix 10 vién,
69 |ole 800/160 |Trimothoprim | o0 0&" B [HEERL et Clatac [0 20013 | L
160 mg 100 vién
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p . Vién nén Hop1vix 10
70 |Zopistad 7.5|Zopiclone 7,5 mg |, o 36 |TCCs | o VD-18856-13 01
Atorvastatin !:H;E-‘
(du6i dang . |, . N
71 |Lipistad20 |Atorvastatii’ viRn 24 |uspar [HEP3VIX101yp 0334105 | 01
im0 bao phim vién
caleium20,68
mg) 20,00 mg
K->
&7

19. Co s dédng ky;:Cong Ty C6 Phéin Traphaco (Dia chi: S& 75 Pho Yén Ninh, Phwdng Quén Thinh, Quin Ba
Pinh, Thinh PhéHa Ngi, Viét Nam)
19.1. Co'sé& ség:;‘xuﬁt: Céong ty TNHH Traphaco Hung Yén (Pia chi: Thon Binh Luwong - Xd Tan Quang -
Huyén Viﬁi‘;j;.ﬁm - Tinh Hung Yén, Viét Nam)

Nu
52 £ Han £ 13
STT {Tén thubc g"”t AL, Iuny ]:l:-‘é“g L P fli‘gn g(;‘: °ﬁ§:‘ S6 GPKLH Si‘; '::n
Hop 1 tuyp x Y‘c-‘—\
72 |Avircrem  |Acyclovir 5%  |[Kembdida | 36 |TCCS | ‘;p YPX |yD.23891-15 01-'\-m
|-
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