CONG TY €O PHAN DUGC CONG HOA XA HQI CHU NGHIA VIET NAM
PHAM TRUNG UGNG CPCI Pjc 1ap — Tw do — Hanh phiic
cro1 CHI NHANH TP HO CHi MINH

$6: 131/CPC1-CNHCM Thanh phé Ho Chi Minh, ngay 23 thang 02 ndm 2024
V/v cap nhét thong tin thudc tring
thau Seduxen 5Smg

Kinh giri: S¢ Y té tinh Ty Ninh

Trudce hét, Cong ty C6 phan Duoc phdm Trung wong CPCI xin cam on su tng hd va
hop tac ctia Quy S& trong sudt thoi gian qua.

Can cr Quyét dinh s 924/QD-SYT ngay 20/05/2023 ciia Giam dbc So Y té tinh Tay
Ninh vé viéc phé duyét két qua lwa chon nha thau dot 1 — G6i thau sb 02: Cung cép thube
Generic thudc Danh muc thube bd sung vao Danh muc diu thau tap trung cip dia phuong
dé st dung tai cac cd sOy té trén dia ban tinh giai doan 2022-2024.

Cin cir Quyét dinh s6 146/QD-QLD ngay 02/03/2023 cia Cuc Quén 1y Duge vé viée
ban hanh danh muc 170 thubc nudce ngoai duoc gia han gidy dang ky Iuu hanh tai Viét Nam
— Dot 112 (ban sao dinh kém cong vin), trong d6 mit hang thudc Seduxen 5Smg (Hoat
chit, ham lwong: Diazepam, 5mg) duoc gia han gidy dang ky Iuu hanh hiéu lyc 05 nam
v6i thong tin cu thé nhu sau:

SDK xin
STT Cosésin | Don SDK dwgce cap
STT | trong Tén thuéc | xuit—Nwée | vi trén nhit theo Ghi chi
HSMT san xuat | tinh | QDTT | quyét dinh
gia han
Ngoai thong tin cap
nhét gia han SPK
Gedeon VN- 599112027 | céc thdng tin con
1 261 Seduxen Smg | Richter Ple. | Vién | 19162- 923 lai khong thay doi
— Hungary 15 so voi Ho so du
thau va Két qua
trang thau

Dé dap (mg kip thoi nhu ciu kham chira bénh tai Quy S& va cin ctr theo Muc DKC
26.1 (d) - Chuong VII. Piéu kién cu thé cta hop déng, Cong ty chung toi xin dugc tiép tuc
cung tng thudc trén theo thong tin diéu chinh va cam két tiéu chudn chét lugng cua thube
khong thay doi.

Kinh mong Quy Sé& xem xét va chip thuan.

Tran trong cam on su hop tac cua Quy So.

Noi nhin:
- Nhu trén;
- Luu: Ban Kinh doanh, VT.
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QUYET PINH
Ve viée ban hanh danh muc 170 thube nuéoc ngoai
dwoc gia han gidy ding ky luu hanh tai Viét Nam - Dot 112

CUC TRUONG CUC QUAN LY DUGC
Can cir Ludt Dugc s6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy

dinh chiec ning, nhiém vu, quyén han va co cdu té chire ciia B3 Y té:

Cén cir Quyét dinh s6 7868/0QD- BYT ngay 28/12/2018 cua B$ truong Bo Y
té quy dinh chitc nang, nhiém vy, quyén han va co cdu t6 chitc cia Cuc Quan 1y

Duoc thuéc Bo Y te

Can cir Théng tie s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truong Bo Y

té quy dinh viéc ding ky heu hanh thudc, nguyén liéu lam thudc;

Cin cir y kién cia Hoi dong t van cap gidy diang ky heu hanh thuéc,

nguyén liéu lam thudc - B6 Y té;
Theo dé nghi cia Truong phong Pdng ky thudc - Cuc Qudn Iy Duorc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 170 thuoc nudc

ngoai dugc gia han gidy ding ky luu hanh tai Viét Nam - Dot 112, bao gom:

1. Danh muc 161 thudc nudc ngoai dwoc gia han gidy dang ky luu hanh

hiéu lyc 05 nam - Dot 112 (tai Phu luc I kem theo).

2. Danh muc 09 thubc nuée ngoai dugc gia han gidy ding ky luu hanh

hiéu luc 03 ndm - Dot 112 (tai Phu luc Il kém theo).

Diéu 2. Co s& san xuat va co so dang ky thudc co6 trach nhiém:

1. Cung cap thude vao Vi€t Nam theo ding céc ho so tai liu da dang ky

véi BO Y té va phai in hodc dén sb dang ky dugc Bo Y t& cip 1én nhan thudc.

2. Chip hanh day du phap luat caa nugc CHXHCN Vigt Nam va cac quy
dinh clia Bo Y té vé nhap khau thudc va luu hanh thude tai Viét Nam, néu c6 bét
ctr thay ddi gi trong qua trinh lwu hanh thude & nude sé tai va & Viét Nam thi

phai bdo c4o ngay cho Cuc Quan 1y Dugc - B Y t& Viét Nam.

3. Thyc hién viéc cdp nhét tiéu chuan chat luong cua thube theo quy dinh
tai Thong tu s& 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong Bo Y té quy

dinh v& chét luong thude, nguyén liéu lam thudc.
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4. Thube duge gia han gidy dang ky luu hanh tai Phu lyc I va Phy luc II
Quyet dinh nay nhung chua nép hé so cap nhat ndi dung nhén thude, to hudng
dan st dung thudc theo quy dinh tai Thong tw 01/2018/TT-BYT ngay
18/01/2018 cua Bo truong BO Y té thi phai thuc hién viéc cdp nhét theo quy
dinh tai diém b Khoan 1 Diéu 37 Thong tu s6 01/2018/TT-BYT trong thdi han
12 thang ké tir ngay duoc gia han gidy dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thuéc dugc
gia han gidy dang ky luu hanh tai Phu luc I va Phu lyc II ¢6 thay d6i vé noi dung
hanh chinh (bao gom ca mau nhan va to hwéng dan sir dung) phai nhép khéu,

Ivu hanh véi cac ndi dung da duge phé duyét thay dbi trong ho so dang ky gia
han.

6. Ph01 hop véi cac co so diéu tri dé thuc hién theo dung cic quy dinh
hién hanh vé thudc ké don, theo dbi an toan, hiu qua, tdc dung khong mong
muon ctia thude trén nguoi Viét Nam va téng hop, béo céo theo quy dinh tai
Piéu 5 Thong tu sé 08/2022/TT-BYT ngay 05/9/2022 cta Bd trucmg By Y té
quy dinh viéc dang ky luu hanh thubc, nguyén lidu 1am thube dbi véi cac thude
thuoc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay.

7. Co so dang ky phai dam bao duy tri diéu kién hoat dong cua co s¢ ding
ky trong thoi gian hiéu luc cua gidy dang ky luu hanh thudc, nguyén lidu lam
thude. Trong trudmg hop khéng con dap Ung du diéu kién hoat dong, co s ding
ky phai co6 trach nhi€ém thyc hién thay d6i co s¢ dang ky theo quy dinh tai Thong
fr s6 08/2022/TT-BYT ngay 05/9/2022 cua B{ truong BS Y té trong thoi han 30
ngay ké tir ngay co s& dang ky khong con du diéu kién hoat dong.

8. Co so dang ky thuoc phai bao cao BO Y té vé cap nhét tinh trang dap
tng Thuc hanh tét san xuat cla co s¢' san xuét thudc, nguyén liéu lam thude.
Truong hop co sé san xuét bi thu hdi gidy phép san xudt hodc khong dap tmg
Thuyc hanh tét san xuat thude, nguyén liéu 1am thubc & nudc so tai, co so phai
thure hién vige bdo céo trong thoi han 15 ngay ké tir ngdy c6 théng béo cua co
quan quan ly cé tham quyén nuéc s& tai theo quy dinh tai diém d khoan 1 Pidu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi
tiét mot s6 didu va bién phap thi hanh Luat Dugc.

9. Bbi véi céac thube co s tha s, 9 1011, 15, 16, 17, 20,21, 33, 37,
57, 58, 67, 88, 93, 94, 95, 132, 140, 145, 146, 147, 153, 159 tai Phu luc I c6 dé
nghi thay d6i mau nhin, huéng dan sir dung trong hd so ding ky gia han: Co s¢
ding ky thuc hién thii tuc dé nghi thay doi mAu nhén, t& huéng dan st dung theo
hinh thirc déing ky thay d6i bd sung sau khi Quyét dinh nay ¢6 hiéu luc.

10. Céc thube duge gia han gidy ding ky Iuu hanh tai Phu luc I va Phu luc
I Quyét dinh nay dugc tiép tuc sir dung sb dang ky da cap trude khi gia han

trong thoi han toi da 12 thang ké tir ngay duoc cap so dang ky gia han theo quy
dinh tai Phu luc VI ban hanh kém theo Thong tu s6 08/2022/TT-BYT.

Piéu 3. Quyét dinh ¢6 hiéu luc ké tir ngay ky ban hanh.
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Diéu 4. Giam ddc S& Y té cac tinh, thanh pho truc thude trung vong, giam
doc nha san xudt va co s& dang ky c6 thude tai Didu 1 chiu trach nhiém thi hanh
Quyet dinh nay./.

g ~=._CUC TRUONG
- Nhur biéu 4; om el N

- B6 trudng (dé blc); fes
- TTr. B3 Xuén Tuyén (4 b/c); 51 Bratan
- Cuc Quan'Y - B§ Qudc phong, Cuc Y té - B Corng v oo VT
an; Cuc Y té GTVT - B Giao théng van tai; Tong T g e
Cuc Hai quan - BO Tai chinh; N
- Bao hiém Xa hoi Viét Nam; R . X .

- B3 Y té Vu PC, Cuc QLYDCT, Cuc QLKCB, Vii Tuan Cwong
Thanh tra Bd.

- S& Y té cac tinh, thanh phd truc thude Trung wong;

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

- Téng Cong ty Duge VN-CTCP; Céc Cong ty XNK

durgc phim;

- Cac Bénh vién & Vién co giuong bénh truc thude

BYT,;

- Céc phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, KT (10b).




Phu lucl

DANH MUC 161 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 112

(Ban hanh kém theo quyét dinh s6. .. 146...../OD-OLD, ngay 92./93 /.2023ciia Cuc Quan 1y Dwgc)

NE

So6 dang ky So
Hoat chét chinh - | Dang Quycich | Tiéu | Tudi gia han lin
STT | Tén thube Ham lrong baoché | donggéi | chuin | tho (So dang ky | gia
(thang) da cip) han
)] ) (&) ) (6)) (6) () @®) @)
1. Co s& dang ky: A. Menarini Singapore Pte. Ltd. (Dia chi: 30 Pasir Panjang Road, #08-32 Mapletree
Business City, Singapore 117440, Singapore)
1.1. Co s& sian xuat: Gilead Sciences Ireland UC (Dia chi: IDA Business and Technology Park,
Carrigtohill, Co. Cork, Ireland)
1 Vemlidy Tenofovir viennén | Hopllox | NSX 48 539110018823 | 01
alafenamide (dudi | bao phim 30 vién (VN3-249-19)
dang Tenofovir
alafenamide
fumarate) 25mg
2. Co s dang ky: Abbott Laboratories (Singapore) Private Limited (Dia chi: 3 Fraser Street, #23-28
DUO Tower Singapore 189352, Singapore)
2.1. Co s& san xuit: Laboratorios Recalcine S.A. (Dia chi: Av. Carrascal No. 5670, Quinta Normal,
Santiago, Chile)
2 Drosperin | Drospirenone 3mg, | Viénnén | Hop1vix | NSX 36 780110018923 | 01
Ethinyl estradiol bao phim | 28 vién, (21 (VN-16308-13)
0,03mg vién co chia
hoat chit, 7
vién chi
chua ta
duge)
3 Rinofil Drospirenone 3mg , Siro Hop 1 Chai | NSX 24 780110019023 | 01
syrup Ethinyl estradiol x 100ml; (VN-18922-15)
2.5mg/5ml 0,03mg Hop 1 Chai
x 15ml
3. Co s¢ dang ky: Actavis International Ltd (Dia chi: No.4 SQAQ Tal-gidi Off Valletta Road, Luga LQA
6000, Malta)
3.1. Co sé san xuat: Actavis Ltd. (Pia chi: BLB 016 Bulebel Industrial Estate, Zejtun, ZTN 3000, Malta)
4 Olmed 5mg Olanzapine 5mg Viénnén | Hop4 vix7 | NSX 36 535110019123 | 01
bao phim vién (VN-17627-14)
3.2. Co'sé san xuét: Actavis Ltd. (Dia chi: BLB015-016 Bulebel Industrial Estate, Zejtun, ZTN 3000, Malta)
5 Freeclo Clopidogrel (du6i | Viénnén | Hop3vix | NSX 36 535110019223 | 01
dang Clopidogrel | bao phim 10 vién (VN-15593-12)
bisulfate) 75mg
6 Olmed Olanzapine 10mg | Viénnén | Hop4 vix7 | NSX 36 535110019323 | 01
10mg bao phim vién (VN-16887-13)
3.3. Co sé san xuat: Balkanpharma - Razgrad AD (Dia chi: 68, Aprilsko vastanie Blvd. 7200 Razgrad,
Bulgaria)
7 Dex-Tobrin | Tobramycin 3mg/ml | Hén dich Hop 1 1o NSX 24 380110019423 | 01
(dudi dang nho mat (VN-16553-13)
tobramycin sulfate);
Dexamthasone

Img/ml
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Sé ding ky Sé
Hoat chit chinh - Dang Quy cach Tiéu Tubi gia han lin
STT | Tén thubc Ham hrong bao ché | dénggoi | chudn | tho (So dang ky | gia
(thang) da cép) han
1) 2) 3) @) ) (6) U] @®) ©)
84 Egilok Metoprolol tartrate | Viénnén | Hop 1 Lox | NSX 60 599110027123 | 01
100mg 60 vién (VN-18890-15)
85 Egilok Metoprolol tartrate | Viénnén | Hop 1 Lox | NSX 60 599110027223 | 01
50mg 60 vién (VN-18891-15)
38. Co sé dang ky: Eisai (Thailand) Marketing Co., Ltd. (Dia chi: No. 93/1, Unit 603-604, 6th Floor,
GPF Witthayu Tower A, Wireless Road, Lumphini Sub-district, Pathum Wan District, Bangkok Metropolis,
Thailand)
38.1. Co s& san xuat: Nipro Pharma Corporation Ise Plant (Dja chi: 647-240, Ureshinotengeji-cho,
Matsusaka-shi, Mie, Japan)
86 | Methycobal Mecobalamin Dung Hop 10 éng | NSX 36 499110027323 | 01
Injection 0,5mg/ml dich tiém X Iml (VN-20950-18)
500 pg
39. Co sé diang ky: Euro Healthcare Pte Ltd (Dia chi: 1 North Bridge Road, #19-04/05, High Street
Centre, Singapore (179094), Singapore)
39.1. Co sér san xuat: Arena Group S.A. (Dia chi: Bd. Dundrii nr.54, Oras Voluntari, Jud Ilfov, cod
077190, Romania)
87 Eurozitum Diltiazem Viénnén | HopS5x 10 | NSX 36 594110027423 01
60mg hydrochloride 60mg vién (VN-16697-13)
39.2. Co sé san xuat: Stallion Laboratories Pvt. Ltd. (Pia chi: CIB 305/2, 3, 4 & 5 G.ILD.C. Kerala
(Bavila) Dist. Ahmedabad, Gujarat, India)
88 | Celestal-200 | Celecoxib 200mg Vién Hop, Hop 10 | NSX 36 890110027523 | 01
nang vinhén 10 (VN-19110-15)
cling vién
40. Co sé ding ky: Ferring Private Ltd (Dia chi: 168 Robinson Road, #13-01, Capital Tower, Singapore
(068912), Singapore)
40.1. Co s& san xuit: Ferring International Center S.A (Dja chi: Chemin de la Vergognausaz 50, 1162
Saint-Prex, Switzerland)
89 Pentasa Mesalazine 500mg | Viénnén | Hop 10 vix | NSX 36 760110027623 | 01
phéng 10 vién (VN-19946-16)
thich
chim
41. Co s& diang ky: Gedeon Richter Ple. (Pjia chi: Gyomrdi ut 19-21, Budapest, 1103, Hungary)
41.1. Co s& san xuét: Gedeon Richter Ple. (Pia chi: Gyémréi vt 19-21., Budapest, 1103, Hungary)
90 | Novynette Mbi vién nén bao Vien | Hop1vix21 | NSX 24 599110027723 | 01
phim chira: nén bao | vién nén bao (VN-17954-14)
Ethinylestradiol phim phim; Hop 3
0,02mg; Desogestrel vi x 21 vién
0,150mg nén bao phim
91 Rigevidon MJdi vién nén bao Vién Hop 1 vix NSX 24 599110027823 | 01
21+7 chira: Ethinylestradiol | nén bao | (21+7) vién; (VN-19655-16)
0,030mg; Hop 3 vix
Levonorgestrel (21+7) vién
0,150mg
92 Seduxen M&i vién nén chira: Vién Hop 10 vix | NSX 60 299112027923 101}
Smg Diazepam 5,00mg nen 10 vién nén (VN-19162-15)

41.2. Co s san xuat va dong goi: Gedeon Richter Polska Sp. Z 0.0. (Pja chi: ul. Graniczna 35, 05-825

Grodzisk Mazowiecki, Poland)
Co s& xuat xwong 16: Gedeon Richter Ple. (Dia chi: Gyomréi ur 19-21., Budapest, 1103, Hungary)
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CONG TY €6 pHAN\
DUTC PHAM

Greei mhting ngieoi ¢6 lidn guan

Viv: Xac nhin so ding ky sin pham Seduxen 3mg, dwge sin xuat i Gedeo Richter Ple., Hungary

Chung 161, Cong tv Gedeo Richter Ple., nha san xuat va Cha s& hitu Giay v quyén tiép thi san pham Seduxen 5 mg
(vién nén diazepam 5 mg). cung cap dudi ddy chimg tir vé so dang k¥ san phém nhu sau:

Vao ndm 20135, san phém Seduxen 3 mg dd dugc cip S6 ding k¢ VN-19162-15 bai Cyc Quan 1¥ Duge phdm Viét
Nam, ngay 06/10/2013 véi thot gian hidu luc 5 ndm.

Theo quy dinh cia Thong tu 08/2022/TT-BYT ngay 05/09/2023 cia Bo Y 1€ vé dang ky duoc pham, nguyén lidu thd
lam thube, Seduxen 5 mg da duge chimg nhin ¢é gia han MA v duoe cdp 56 J’mg Ky mdi 599]1202 ?’925’ bdi Cue

Quan Iy Duoe phim Viét Nam theo Quyét dinh $6 146/QD-QLD ngav 02/03/2023 vé gia han ¢ gidy ay qu_y;n maxi\etu:g’f: :
d6i v6i thude nude ngodi - Dot [12

Dang thot, theo Quyét dinh vé gia han MA cta Cuc Quan 1¥ Duge phim Viét Nam, s6 dang k¥ trude ddy VN-19162
15 cta san phém cling duge ghi canh s6 ding k¥ mai 599112027923, va duoe phép st dung thém 12 théng k& tir ngay
phé duyet gia han MA,

Trong quy trinh gia han nldy, sin

St = tin .“dl i1 \.zu

n thude trude va sau Khi gia han

phim d3 khéng ding kv bt x.u thay 48] ndo vé chit Iu
¢ thanh pham. Do dé, ching 16i xin xdc nhgn dng chét lugng cda san pha
van kKhong thay doi,

cua th

Yui {ong tham khao k6 so dink kén:

- Ban sao Giav ty quyén Marke ting Sedunxen Smyg ¢6 86 dﬁng ky ¢l VN-19162-15;
- Ban sao Quyét djnh sé 146/Q0D-QLD ngay 02/03/2023 vé gia han Gidy Gy quvén Marketing déi véi san phim

i

Seduxen § mg 6 SO dang ky mdi 599712027923 - Dot 112,

Chiing 16 cam ket ring thing tin trén vé Seduxen § mg 1a dimg, va xin vui iong véu cau tiep nhin
14i.

iai trinh cGia chang

Cam két cua \,hum. 6i dugc thue hién déi voi 18 hang Seduxen theo Hoa don 92076261, 92076260 ngay 27/10/2025,
trong d6 chi néu 58 dang ky ¢ff VN-19162-15.

A

L6 hang néu trén bao gdm cac sé dot:
T33153A, T331544, T37390A, T37391A, TA7392A. T37393A, T37394A (Hoa dom $6 92076260)
373934, 'L'w' 396A. T37397A. T37398A, T37399A. T37400A, T37401 A (Hoa don 8 92076261

Xin chin thinh cam on dna/bd 43 lus tdm

Trin wong,

i) . :,-.h'('...-.,..' . 1_'
Chemical Works of Gedeon Richter Ple

|
(D kv (B :
Magdolna Rothhammer Andras Orosz

Truomg Phong, cde Qude gia CEE

ricy doc va Trieomg Phong Kinh doanh Quoc o




LOI CHUNG CUA CONG CHUNG VIEN

Hom nay, ngay 25 thing 12
khéng tram hai ba);

Tai Vian phong Cong ching Nguyén Lam, thanh phd Ha Néi, dja chi: 88 155 Duong Van Bé,
phudng Vinh Hung, quin Hoang Mai, thanh phd Ha Noi;

To1, Vit Nam, cong ching vién, trong pham vi tréch nhiém ctia minh theo quy dinh cua phap
ludt,

CHUNG NHAN:

- Ban dich nay do Ba Nguyén Lan Anh, cong tac vién phu,n dich cua Van phong Céng ching
Nguyén Lam. thanh phd Ha Noi dich tir tiéng Anh sang tiéng Vige;

- Chiv ky trong ban dich dung 1a chir ky cua Ba Nguyén Lan Anh;
- N§i dung ban dich chinh xac, khéng vi pham phap ludt, Khong tréi dao die xa hoi:

- Viin ban cdng chitng nay duoc lap thanh 02 ( hai) ban chinh, mdi ban g6m ....... to, ..... frang.
luu 01 bdn Tai Van p‘n(:ng { {fsng chirg Nguyén Lam, thanh phd Ha Noi.

............ qucn s 02/2023TP/CC-SCC/BD

NGUOI DICH CONG CHUNG VIEN

Iy

Nguye &h Lan Anh

e w___‘._>

2.

™

ffam C H!ﬁ“* Vit

é g;% 377

ndm 2023 (Ngay hai muwoi lam ihang muoi hai ném hai nghin

L0t

coNG T]'
DU
AUNG E
- CHI \
THAN
HO cH|




@

GEpeonN RicHTER

Catd lisdiadcn 707

18% December, 2023
To whom it may concern,

Re: Confirmation of the registration numbers of the product Seduxen 3 mg, manufacrured
by Gedeon Richter Ple., Hungary

We, Gedeon Richier Ple., the manufacturer and Marketing Authorization Holder of Seduxen 5 mg
(diazepam 5 mg tablet), hereby provide the justificatuon on the registration numbers of the product
as follows:

, the 1.mu~1 Seduxen § mg was granted Regisiration number ¥N-19162-15 by Drug
ated 06/10/2015 with the validity of 5 years,

According to the regulation of Circular 08/2022/TT-BYT dated 05/09/2023 of Ministry of Health
on registration of drugs, drug raw materials, Seduxen 5 mg was approved for MA renewal and
granted a new registration number 599712027923 by Drug Administraiion of Vietnam ia Decision
No. 146/QB-0QLD dated 02/03/2023 on renewing murketing authorization for foreign drugs ~

Batch 112

Also, in this Decision on MA renewal of DAV, the previc -19162-18 of

d it is allowed w

the product also is written next to the new registration nu

~

be used for further 12 months from the approval date of MA renewal.

[n this renewal process, the product did not register any change in ¢
nformation of the finished dr

refore, we would

ity of the drug

before and after renewa! remains unchanged

Please find the enclosed document for your reference:
- Copy of Marketing Authorization of Sedunxen Sme with the previous Reg. No, VN-19162-
5
- Copy of Decision Ne, 146/QD-QLD dated 02/03/2023 on renewing Marketing Authorization
for Seduxen 5 mg with the new Reg. No. §997112027923 - Batch 112,

We commit that the above infi tion on Seduxen § mg is true, and kingdly ask the acceptance for

our explanation.

Cur commitment is zpplied {rom the shipment of Seduxen under Invoice 92076261, 92076260
date 27/10/2023,

which the previous registration number VN-19162-15 is stated only,
The mentioned shipment consists of batch numbers:

T332V
HERE R

EJ)

e

33134A.T37390A, T3 A, T37392A, 17

A

(INV#92076260)




GeproN RicHTER
Sitadlikodin JG0F
T37395A, T37396A, T37397A, T37398A, T37399A, T374004, T37401 A (INVEQ2076261)

Thank vou very much for your attention.

Yours sincerely,
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Suva , T

Magdoina Rothhammer Andras Orosz 3

Manager of Department, Director and Head of
CEE Cowntries International Sales Department




