CONG TY CO PHAN DUQC PHAM TAY NINH CONG HOA XA HOI CHU NGHIA VIET NAM
SO: 15-24/CVTN-SYTTN Péc lip - Twdo - Hanh phic

Tdy Ninh, ngay 03 thang 10 nim 2024
CONG VAN
(Vv Giai trinh thay doi So dang ky)
Kinh giti: SO'Y TE TAY NINH

Trude hét, CONG TY CO PHAN DUQC PHAM TAY NINH chéan thanh cam on sy hop tac cia
Quy S& véi Cong ty chiing t6i trong sudt thoi gian qua.

Vira qua, Cong Ty C6 Phan Dwoce Pham Tay Ninh c6 tham gia ddu thau va trang thau tai S Y Té
Tay Ninh theo Quyét dinh s6 136/QD-SYT ngay 02 thang 03 nam 2023 V& viéc phé duyét két qua lya chon
nha thau g6i thau sé 01 — Cung cip thude Generic thude Danh muc thude ddu thau tap trung cap dia phuong
dé sir dung tai co so y té trén dja ban tinh giai doan 2022-2024.Trong dé Cong ty co trung thau céc mit hang

thudce sau:

I ~ TR .
s | Teahoyt | WNong | Danghio | o, | Hea | eppry . .| Nuée
i , £ chat/ Tén doé - ché, L ding - Co sé san .
T | Ma HH Tén thuoc ; A ; 2 ciach z hoac £ sén
T thanh phan Ham Dudng S (Tubi GPNK xuat ikt
cua thuoce lugng diing £ tho)
Nhém 1
1 DM1- Pantostad 40 | Pantoprazol | 40mg Viénnén | Hop 4 vi 36 VD- Cong Ty Viét
100-677- bao phim X 7 vién 18535-13 | TNHH Lién | Nam
1.6-N1 tan trong Doanh
rudt: Udng Stellapharm-
. e | | Chi nhanh 1

Tuy nhién, vao thoi diém hién tai mat hang nay dé c6 thay ddi thong tin nhu sau:
+ Thay doi s ding ky: Theo Quyét dinh sé: 90/QD-QLD ngay 31/01/2024 cia Cuc Quéan Ly Dugc
vé viée ban hanh Danh muc 608 thude san xuét trong nude duge gia han gidy ding ky lwu hanh tai Viét Nam

~ Dot 192 . chi tiét cu thé nhu sau:

T Ma HH ranneg | BEBL s e Théng tin méi
chat lugng
DM1-100-677-1.6- SH dang ky cii: S6 dang ky mai:
1 Pantoprazol 40mg
NI VD-18535-13 | 893110096624 (VD-18535-13)

Cong ty ching t6i cam doan thong tin thay déi s6 dang ky méi 1a hoan toan chinh xac, nhitng thong tin
khéc van giit nguyén khong thay dbi kém tai liéu bd sung.
Mong Quy S¢& chap thudn dé Cong ty tiép tuc cung tmg thude tring thau tai dia ban tinh Tay Ninh véi

song song 2 s0 dang ky.



Rat mong nhan dugc su cam thong va hd trg tir Quy So.
Chan thanh cam on.

Tréan trong.




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM

' LY DUOC Doc lap - Tu do - Hanh phiic
Independence - Freedom - Happiness

PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thudc :  Pantostad 40

Name of Drug:

Thanh phan chinh, ham lugng @  Pantoprazol (dang natri sesquihydrat) 40 mg

Active Ingredients, Strength:

Qui cach déng géi, bao ché : Hop 4 vix 7 vién, hdp 2 vix 7 vién, hdp 3 vi x 10 vién,
Packing Size, Dosage form: hop 5 vi x 10 vién; Vién nén bao phim tan trong ruét
Tiéu chuén chét lwong P TEGS

Quality Specification:

Han dung . 36thang

Shelf- life:

Sé gidy phép lwu hanh san pham (SBK): VD-18535-13

Markeﬁng Authonzation Number: .

S6 quyét dinh . 08/QP-QLD Ngay cap: 18/01/2013
Approval Decision Number: Date of Issuance:

Hiéu lyc clia gidy phép Iwu hanh san pham: c6 gi4 trj 05 ndm ké ttr ngay cép
Expiration Date of this Marketing Authorization:

Tén nha san xuét . Coéng ty TNHH LD Stada - Viét Nam

Name of Manufacturer:

Bja chi : 40 Pai 16 Ty Do, KCN Viét Nam - Singapore, Thuan
Address: An, Binh Dwong - Viét Nam

S6 dién thoai g S6 facsimile:

Tel. No. Fax. No.

Tén nha dang ky . Coéng ty TNHH LD Stada - Viét Nam

Name of Marketing Authorization Ho!der

Dia chi . 40 Pai 16 Tw Do, KCN Viét Nam - Singapore, Thuén
Address: An, Binh Dwong - Viét Nam

S6 dién thoai : S6 facsimile:

Tel. No. Fax. No.

Ha N¢i, ngay 18 thang 01 nam 2013,
CUCTRU’O’NG CUC QUAN LY DUQC

Ghi chu: (Note)

1- Gidy phép Iuu hanh san phdm nay dugc c&p dua trén hé sg
dang ky da dude Cuc Quan ly dugc - B8 Y t€ chap nhan.
This marketing authorization has been issued based on the dossiers
appmved by the Drug Administration of Vietnam.

2- T4t ca cac thay d6i vé: co sd san xuét, dang bao ché, ham
lutgng, chi dinh... déu phai dudc dang ky lai aé cép gidy
phép méi.

All changes to the manufacturing site, dosage form, strength, indication, .
elc. are subject lo re-registralion for a new marketing authorization. TRUONG QU oc CUPONG

3- M3u nhan da dudc duyét va td huéng dan sl dung duge
dinh kémtheo gidy phép nay.

The approved labels and package insert are attached.




CONG TY TNHH LD STELLAPHARM - CN 1 CONG HOA XA HOI CHU NGHIA VIET NAM
S6 : 38§ 12024/CV-CNSTE Béc lap- Tu do- Hanh phtc

Binh Duwong, ngay 06 thang 08 ndm 2024

THONG BAO
(V/v thay déi sé ddng ky)

Kinh gri:  Quy khach hang.

Truec tién, CONG TY TNHH LD STELLAPHARM — CN 1 xin chan thanh cam on si Ung hd quy
bau cla Quy khach hang trong subt thoi gian vira qua cho cac san pham cta nha may chdng téi.
Nay, cong ty ching t6i xin thong baoc dén Quy khach hang vé thong tin cta san Pantostad 40
mac du da dwoc cap sd dang ky theo cau trdc mdi 12 s6, tuy nhién dé thuan tién trong qua trinh
str dung, theo ddi va tra ctru thong tin s&n pham khi can, ching t6i sé thé hién ca 2 s dang ky cl
va méi trén vo hop tir 16 040824 chi tiél nhu sau:

Trudc thay doi Sau thay déi
Ii Trén vo hop chi thé hién sd dang ky Trén vo hop thé hién song song hai s dang ky
; VD-18535-13 | 893110096624 (VD-18535-13)

Tiéu chudn va chat lwgng hang héa khong thay ddi.
MGt lan nira xin chan thanh cam on va mong duoc sy Ung hd tiép tuc clia Quy khach hang trong
thoi gian to1.

Tran trong kinh chac.

CONG TY TNHH LD STELLAPHARM - CN'I_?:I!¥

Noi nhén:
- Quy khéach hang
- Lwu phonrg Hanh Chanh

Phd Téng Giam B8c

546 40 Bai 16 T Do, KCN Vigt Nam -
Singapore, P. An Phi, TP. Thubin An,
infui@stetiasham.com Binh Durong, Vigt Nam

mm

STELLA

www stelapharm.com
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%g? Coguan 5o v & BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

Negiy ky: 31 Dl

B/ ' €yC QUAN LY DUGC Péc 1ap - Ty do - Hanh phiic

90 /Qb-QLD Ha Néi, ngay 31 thang 01 nam 2024

QUYET PINH
V& viéc ban hanh Danh muc 608 thuoc sdn xuit trong nudéc
duwgc gia han gidy ding ky luu hanh tai Viét Nam - Dot 192

CUC TRUONG CUC QUAN LY DUQC

Can cur Ludt Dugc sc; 105/2016/QH13 ngay 06/4/2016;
Can cur Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh
chirc nang, nhiém vu, quyen han va co cdu té chir ciia Bo Y té;

Can cir Quyét dinh so 1969/0D-BYT ngay 26/4/2023 cia B¢ truong B Y 1é quy
dinh chirc nang, nhiém vu, quyén han va co cau té chire cia Cuc Quan ly Duwgc thude
Bj Y té;

Cdan cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truéng Bé Y té
quy dinh viéc dang ky luu hanh thuéc, nguyen lieu lam thuoc;

Can cir két ludn cia Hoi dong tw van cdp giay dang ky lheu hanh thude, nguyén
liéu lam thuéc - Bg Y té dot 192 phién 1 va phién 2 tai Cong van s6 102/HPTV-VPHP
ngay 11/12/2023 va Cong van s6 103/HDTV-VPHD ngay 12/12/2023 cua Van phong
Hpi dong tw van cap GDKLH thudc, nguyén liéu lam thuoc;

Theo dé nghi ciia Trudng phong Pdng ky thuoc, Cuc Quan Iy Duge.

QUYET PINH:

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

1. Danh muc 529 thudc san xuat trong nudc duoc gia han glay dang ky luu
hanh hiéu luc 05 nam (Phu luc [ kem theo).

2. Danh muc 70 thudc san xuat trong nudc duge gia han gidy ding ky luu hanh
hi¢u luc 03 nam (Phu luc 11 kém theo).

3. Danh muc 09 thudc san xuét trong nuéc dugc gia han gidy dang ky luu hanh
hiéu luc dén 31/12/2025 (Phu lyc III kém theo).

Pitu 2. Co s¢ san xuat va co so dang ky thudc c6 trach nhiém:

1. San xuét thudc theo ding cac ho so, tai liéu da dang ky véi Bo Y té va phai
in sb dang ky duoc BO Y té Viét Nam cap 1én nhan thude.

2. Chi dugc san xudt, dua ra luu hanh cac thude kiém soat dic biét khi co6 Gidy
chimg nhan du diéu kién kinh doanh dugc pham vi kinh doanh thuéc phai kiém soét
dac biét phu hop véi pham vi hoat dong cua co s¢ dap ing quy dinh tai khoan 5 Diéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cta Chinh phua quy dinh chi tiét mot
sé didu va bién phép thi hanh Luat Dugc.

3 Thuc hién viéc cap nhat tiéu chuan chat luong cua thude theo quy dinh tal
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong B Y té quy dinh vé
chat lwong thudc, nguyen ligu lam thudc.

4. Thube dugc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cdp nhat ndi dung nhin thudc, to huéng din sir dung thude theo quy dinh
cua Thong tw 01/2018/TT-BYT ngay 18/01/2018 cua B truong Bo Y té thi phai thyc
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hién cap nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Théong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duoc gia han glay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyet dinh nay, cac thude duge gia han
glay dang ky luu hanh theo Quyet dinh nay c6 thay d6i vé noi dung hanh chinh (bao
gb6m ca mau nhan va to hudng dan sir dung thudc) phai san xuét va luu hanh véi cac
noi dung dé dugc phé duyét thay d6i trong ho so gia han.

6. Co s& diang ky thude phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc cua gidy dang ky luu hanh thudc, nguyén liéu lam thude. Trong trudng hop
khong con dap tmg du diéu kién hoat dong, co so dang ky phai 6 trach nhiém thuc
hién thay ddi co s¢ dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co so dang ky khong con du diéu kién hoat dong.

7. Co s& san xuét thudc phal bao dam cac diéu kién hoat dong ciia co sd san
xuét trong thoi han hiéu luc cia gidy dang ky luu hanh thudc, nguyén liéu lam thudc.

8. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay duoc tlep
tuc st dung so dang ky da cép trude khi gia han trong thoi han téi da 12 thang ké tir
ngay dugc cap s0 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s0 08/2022/TT-BYT.

9. Phdi hop véi cac co so diéu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hi¢u qua, tac dung khong mong mudn cua
thudc trén ngudi Viét Nam va tong hop, béo céo theo quy dinh tai Piéu § Thong tu 50
08/2022/TT-BYT ddi véi céc thude trong Phu luc IT ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay ¢6 hiéu luc ké tir ngay ky ban hanh.

Pidu 4. Giam ddc S¢ Y té cac tinh, thanh phd truc thude Trung uong va Giam
déc co so san xuét va co so dang ky co thude tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
Noi nhin: ~_.._CUC TRUONG
- Nhu Diéu 4; ‘ 7 oy
- BT. Dao Hong Lan (dé b/c);

- TT. P4 Xuén Tuyén (de b/c); Sl a2
- Cuc Quany - Bo Qude phong, Cuc Y té - B Cong an; &

- Cuc Y té GTVT - B6 Giao thong van tai; :

- Téng Cuc Hai quan - B§ Tai chinh; _
- Bao hiém xa hdi Viét Nam; NS £ \
_B3 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cuong
B§, Van phong HDTV cap GDKLH thude, NLLT;

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

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

- Cac Bénh vién, Vién c6 giuvong bénh truc thuge Bo Y té;

= Trung tdm mua sam tap frung thUOC QUOC g1a

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

Website;
- Luu: VT, BDKT (C.H) (02b).




Phu luc 1

DANH MUC 529 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU
HANH TAI VIET NAM HIEU LUC 05 NAM - DQT 192
/OP-QLD ngay 31 thang 01 nam 2024
cua Cuc Quan ly Duoc)

(Kém theo Quyét dinh s6 90

STT | Ténthudc | Hoatchit chinh- | Dang bao |Quy cach déng goi| Tiéu | Tudi | So6dingky |S6lan
Ham lugng ché chuin tho gia han gia han
(thang) | (S6 ding ky
da cép)
(1) (2 3) 4 ) (6) (7 (8 (&)

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

1.1. Co s& san xuét: Cong ty c¢6 phin Dugc vit tu y té Hai Duong (Dia chi: S6 102, phé Chi Lang, phuong Nguyén Tri,
TP. Hai Duong, tinh Hai Duong, Viét Nam)

1

Vitamin C

Acid ascorbic
500mg/5ml

Dung dich
tiém

Hop 50 éng X Sml;
Hop 12 éng X Sml;
Hop 6 6ng x 5ml

DDPVN
v

24

893110047224
(VD-25862-16)

2. Co s¢ dang ky: Cong ty c6 phan Euvipharm (Bia chi: Ap Binh Tién 2, xa Dirc Hoa Ha, huyén Dirc Hoa, tinh Long An,
Viét Nam)

2.1. Co & san xuét: Cong ty ¢ phan Euvipharm (Dia chi: Ap Binh Tién 2, x Dirc Hoa Ha, huyén Bx:c

An, Viét Nam)

a tinh Long

2 |Acefalgan 500 |Acetaminophen Viénnén [Hop 10 vi x 10 vién | DDVN 36 89310004 1
500mg \% (VD- 255’3 }

3 |Arginin MGi 5ml chira: L-  |Dungdich |[Hop2vix 106ng | NSX 36 | 89311904 1

Euvipharm Arginin hydroclorid |uéng x 5ml (VD-2 4§
1000mg 12
4 |Cefclor Cefaclor (dudi Viénnang |Hop 2 vix 10 vién | USP 43 36 893110047524 1
500 mg dang cefaclor cung (VD-20692-14)
monohydrat) 500mg

5 |Cefjidim 1g Ceftazidim (dudi  |Bot pha Hép 1 lo USP 43 36 | 893110047624 1
dang ceftazidim tiém (VD-18943-13)
pentahydrat + natri
carbonat) 1g

6 |Cefjidim 2g Ceftazidim (dudi  |Bét pha Hép 1 lo USP43| 36 |893110047724 1
dang ceftazidim tiém (VD-18944-13)
pentahydrat + natri
carbonat) 2g

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

cing (VD-20693-14)
8 |Cormiron Amiodaron Viénnén |Hop 3 vix 10vién |JP XVII 36 893110047924 1
200 mg hydroclorid 200mg (VD-19861-13)

9 |Emerop 0,5  [Meropenem (du¢i |Bét pha Hop 1 1o USP40| 36 |893110048024 1
dang meropenem  [tiém (VD-19339-13)
trihydrat) 0,5g

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

11 |Enatril 5 mg Imidapril Viénnén |Hop 10 vix 10 vién [ JP XVII] 24 [893110048224 1

hydroclorid 5mg

(VD-19865-13)
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STT Tén thude Hoat chat chinh - | Dang bao |Quy cich déng géi| Tiéu Tudi Sb dang ky, | Sa lan
Ham lugng ché chuin | tho gia han gia han
(thdng) | (S6 ding ky
da cip)

(1) (2) (€)) (4) ) (6) (7 () 9)
492 |Lisinopril Lisinopril (dudi Viénnén  |[Hop 10 vi x 10 vién,| USP 41 36 |893110096324 1
STELLA dang lisinopril (VD-23342-15)

2.5 mg dihydrate) 2,5mg
493 |Lisinopril Lisinopril (dudi Viénnén |Hop 10x 10vién [ USP 41 36 | 893110096424 1
STELLA dang lisinopril (VD-23343-15)
20 mg dihydrate) 20mg
494 |Odistad 120 Orlistat (dudi dang [Viénnang [Hop 2 vi x 21 vién | USP 41 24 (893100096524 I
orlistat pellets cung (VD-26567-17)
50%) 120mg
495 |Pantostad 40 Pantoprazol Viénnén |Hop 2 vix 7 vién; NSX 36 | 893110096624 1
(dudi dang bao phim  |Hop 4 vi x 7 vién; (VD-18535-13)
pantoprazol sodium [tan trong  [Hop 3 vi x 10 vién;
sesquihydrat) rudt Hop 5 vi x 10 vién
40mg
496 |Partamol Paracetamol Viénnén |HOp 4 vi x 4 vién; BP 24 | 893111096724 1
Codein eff. 500mg; Codein suii bot Hop 1 6ng x 10 2020 (VD-14577-11)
phosphat 30mg vién; Hop 2 6ng x
10 vién
497 |Pracetam 400  |Piracetam 400mg Vién nang [Hop 10 vix 10 NSX 36 893110096824 1
CAP cung vién; Hop 6 vi x 10 (VD-25554-16)
vién; Hop 6 vix 15
vién
498 |Risperstad 1 Risperidone Img  |Viénnén |Hop 2 vix 10 vién; | NSX 36 | 893110096924 1
bao phim |Hop4 vix 10 (VD-18853-13)
vién; Hop 6 vix 10
vién; Hop 1 chai x
50 vién; Hop 1 chai
x 100 vién
499 |[Spirastad 1.5 Spiramycin Viénnén |Hop 1vix 10vién; | NSX 24 (893110097024 |
M.LU 1.500.000 TU bao phim  [Hop 3 vi x 10 vién (VD-26577-17)
500 |[Spirastad Plus |Spiramycin Viénnén |Hop 2 vi x 10 vién NSX 24 | 893115097124 1
750.0001U; bao phim (VD-28562-17)
Metronidazol
125mg
501 |[Stacytine 200 [Acetylcysteine Viénnang |Hop 10 vix 10 NSX 24 1893100097224 |
CAP 200mg cung vién, vi (VD-22667-15)
PVC/nhém; Hop 1
chai x 100 vién
502 |Tadalafil Tadalafil 2,5mg Viénnén |[Hop 3 vix 10 vién NSX 24 893110097324 1
STELLA bao phim (VD-29502-18)
2.5 mg

85. Co st ding ky: Cong ty TNHH MTV 120 Armephaco (Dia chi: S6 118 Vii Xuan Thiéu, phuong Phiic Loi, quan Long
Bién, Thanh phé Ha Noi, Viét Nam)
85.1. Co' s& sin xuit: Cong ty TNHH MTV 120 Armephaco (Pia chi: S5 118 Vit Xuan Thiéu, phudng Phic Loi, quan
Long Bién, Thanh ph6 Ha N¢i, Viét Nam)

503

Aphaneten

Clotrimazol 100mg

Vién nén
dat am dao

Hop 1 vi x 6 vién

NSX

36

893100097424
(VD-30118-18)




