CONG TY CPDUQC LIEU CONG HOA XA HOI CHU NGHIA VIET NAM

g TRUNG UONG 2 Poc ldp — Ty do — Hanh phic
pnviorames S0:239S /DL2-TBV TP. Ho Chi Minh, ngay 10 thang 06 ndm 2024
V/v: Cdp nhét thong tin thay doi sé
dang ky Duphaston

Kinh giri: SO'Y TE BINH PHUGC

Trudc tién, Cong ty Cb phin Dugc Liéu Trung Uorng 2 xin cam on su hd tro va hop tac ctia Quy
S& Y té dbi v0i cong ty ching t6i. Trong nhiéu nim lién, cdc san phdm cta céng ty ching tdi da duogc
Quy S& Y té tin tuong va sir dung dé diéu tri cho bénh nhan.

Cong ty chung t61 da tring thau va dang cung tmg dén Quy So Y té sarn phim Duphaston
(Dydrogesterone 10mg) ctanha sin xuét Abbott Biologicals B.V - Ha Lan theo s0 dang ky VN-21159-
18. Hién san phdm dd dugc B Y té - Cuc Quan ly Dugc phé duyét gia han s6 dang ky theo OP 226/0P-
OLD ngay 03/04/2023 véi thong tin chi tiét nhur sau:

Tén hoat chét, ndng do- S6 dang ky da S6 ding ky gia han dwoe

STT | Ténthude ham lugng tring thau phé duyét

870110067423

1 Duphaston | Dydrogesterone 10mg VN-21159-18
(VN-21159-18)

S6 ding ky 870110067423 da dwge Cuc Quan Ly Duge-Bd Y Té cong bo trong danh muc
thude Biét dwoc goc dot 1 nim 2024 theo QD 98/QP-QLD ngay 01/02/2024 tai STT 31.

Cén cir céc trudmg hop dugc thay thé thude tring thau duoc quy dinh tai Khoan 24, Piéu 1
Théng tur s6 06/2023/TT-BYT ngay 12/03/2023 cua B§ Y té stra d6i, bo sung khoan 6, Piéu 37 Thong
tur s6 15/2019/TT-BYT ciing nhu nham tao diéu kién thuén lgi cho viéc thanh toan va dam bao quyén
loi cho ngudi bénh tham gia Bao hiém 31 te duoc thanh toan khi sir dung san phim Duphaston, ching
61 Xin duoc théng bao dén Quy So Y té vé sur thay dbi trén va xin phép cung (mg san phim Duphaston
theo sb ding ky 870110067423, dy kién vao cudi thing 6 nim 2024.

Chiing t61 cam ket ngoai viéc cdp nhit sb dang ky cac thong tin khac ctia san phim: tén thude,
tén va dia chi nha san xuét, tiéu chuén chét lugng, tudi tho, nhém thude ciing nhur gia cung ng cia san
phim khong thay dbi so véi thdng tin san phim tring thau.

Chung t6i kinh mong Quy S& Y té xem xét va chép thuan.
Céng ty chan thanh cam on sy hop tac va mong sdm nhén duge phan hdi ciia Quy S& Y €.

Trén trong kinh chao.
BARRIEN CONG TY
Noi nhin:
- Nhutrén;
- Luu VT; TBYV
o D6 DY A TRAD BRNE VRN
ai liéu dinh kém: Hoang Vién Phiic

1. Quyet dinh gia han higu lyc SDK 226/QD-QLD ngay 03/04/2023
2. Quyét dinh cong b Biét Dugc gbe sb 98/QD-QLD ngay 01/02/2024
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GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thudc - Duphaston
Name of Drug: : i : )
Thanh phan chinh, ham lwgng  ©  Dydrogesterone 10mg.
Active Ingredients, Strength: | S
Qui céch déng goi, bao ché. .- = Hop 1 vix 20 vién; Vién nén bao phim
Packing Size, Dosage form: B " :
Tiéu chudn chét lvong ¢ NSX
Quality Spec:f canon ; ; 2!
Han dung o il um e 10 thang
Shelf- life: -/ F LR | My v s
S6 gidy phep !uu hanh san pham (SE)K) Hi VN—21159 18 L :
Markeﬂng Autholnzarion Namber: = - .
S quyétdinh _,‘ ubf, B ‘.f_ 411/0’8 QLD- - Ngay cap: 4/7!2018
Approval Dec:s;aon Number: - ;'* : o Date of lssuance 5 ’:
Hseu h.rc cla gidy phép Iy hanh san phém co gia tr| 05 nam ké tw ngay chp ] ; & %
Exprrano? Daferof this Marketmg Aufhorlzanon . i
Tén co s dang. ky L B 3 __Abbott Laboratones (Smgapore) Prlvate lelted
Name of Market‘mg Authonzauon Holder \-:::-*.;'- e
-3 Fraser Street #23 28 Duo Tower Slngapore 189352
i i Slngapore s e 4 A
1 Abbott Blologicals BV _' }.;" .
JF':. e :;».,_ S i g ; /
e nlns Veerweg 12 8121 AA Olst. - The Netheriands
. Address:. _;.‘\ ) R TH o ‘

Térico sédonggdi,. 3 Y geE
Name of Assembler =, ™. . 5 e
Bia chi i MR e
Address. S L

Ha Ngi, ngay 04 thang 7 ndm 2018..

KT.CUC TRUONG CUC QUAN LY DUQC
FOR GENE_RAL-D =y ﬁPF THE DRUG ADMINISTRM‘ION OF VIETNAM

Ghi chiu: vofe)

1- Gidy phép ltu hanh san phm nay duec cp theo ding hd so B _."‘ '
dzng ky thudc da dugc BY Y té phé duyét. g

This marketing authorization has been Issued Iin accordance wilh the dossler
approved by the Vielnam Mmlslry of Haalth. .

2. BAt ctv sy thay ddi nao vé ndi dung cla gidy phép phal dwqc
Cyc Quan ly dugc - B Y té xac nhan.

Any varialions of the confents of the markeling authorization are required [0 be
adopled by the Drug Adminisiralion of Vietnam.
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Ky béi: Cuc Quin

Ay 1y Duge

it oy e CONG HOA XA HOI CHU NGHTA VIET NAM
M CyUC QUAN LY DUQC Poc tip - Ty do - Hanh phic
Sé: 226 /QP-QLD Ha Ngi, ngay03 thang04nam 2023
QUYET PINH

V& viéc ban hanh danh muc 182 thudc nuée ngoai
dwoe gia han giay ding ky luu hanh tai Viét Nam - Pot 113

CUC TRUONG CUC QUAN LY DUQC
Cén ctr Ludt Dugc sé 105/2016/QH13 ngay 06/4/2016;

* Cdn cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cia Chinh phu quy
dinh chitc ning, nhiém vy, quyén han va co cau 16 chirc ciia B6 Y té;

Cdn ctr Quyét dinh sé 7868/0D-BYT ngay 28/12/2018 ciia B9 truong B Y
18 quy dinh chitc ndng, nhiém vy, quyén han va co cdu 16 chire ciia Cuc Qudn Iy
Duoc thujc B6 Y té;

Céin cir Théng tu s6 08/2022/TT-BYT ngay 05/09/2022 ciia B6 trucng Bé Y
té quy dinh viéc dang kyp heu hanh thudc, nguyén lidu lam thudc;

Can cir y kién cia Hoi dong ti van cdp gidy ding ky heu hanh thude,
nguyén liéu lam thuéc - BY Y té;

Theo dé nghi ciia Trudng phong Pang ky thudc - Cuc Quan Iy Dugec.

QUYET PINH:
Pidu 1. Ban hanh kém theo Quyét dinh nay danh muc 182 thuoc nudce
ngodi dugc gia han gidy ding ky luu hanh tai Viét Nam - Dot 113, bao gdbm:

1. Danh muc 166 thudc nude ngoai duwoc gia han gidy dang ky lIuu hanh
hiéu luc 05 nam - Dot 113 (tai Phu luc I kém theo).

2. Danh muc 12 thudc nuée ngodi dugce gia han glay ddng ky Iru hanh
hiéu luc 03 ndm - Dot 113 (tai Phu luc IT kém theo).

3. Danh muc 04 thudc nuéc ngoai duge gia han gidy ding ky luu hanh
dén 31/12/2025 - Dot 113 (tai Phu luc I kém theo).

Pidu 2. Co s& san xuit va co s& ding ky thude c6 trach nhiém:

1. Cung cap thubc vao Viét Nam theo ding céc ho so tai liéu da déng ky
v6i B Y té va phai in hodc ddn sb dang ky duoc B Y té cip 1én nhan thude.

2. Chép hanh day du phap luat cua nudc CHXHCN Viét Nam va cac quy
dinh ctia B0 Y té vé nhap khiu thuc va luu hanh thudc tai Viét Nam, néu c6 bét
ctt thay ddi gi trong qué trinh luu hanh thude & nudc s tai va & Viét Nam thi
phai béo céo ngay cho Cuc Quan ly Duoc - B Y té Viét Nam.

3. Thuc hién viéc cép nhit tiéu chudn chit lugng cia thubc theo quy dinh



tai Thong tu s6 11/2018/TT-BYT ngdy 04/5/2018 cia B truéng Bo Y té quy
dinh vé chat lugng thudc, nguyén liéu lam thuodc.

4. Thubc duoc gia han gidy ding ky luu hanh tai Quyet dinh nay nhung
chira ndp hd so cdp nhit ndi dung nhan thube, t& huéng dan st dung thude theo
quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cia B truéng BO Y
té thi phai thue hién viée cdp nhit theo quy dinh tai diém b Khoan 1 biéu 37
Thong tu s6 01/2018/TT-BYT trong thdi han 12 thang ké tir ngdy duge gia han
gidy ding ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban héanh Quyét dinh ndy, cac thude dugc
gia han gidy dang ky luu hanh tai Quyét dinh nay c6 thay dbi vé ndi dung hanh
chinh (bao gém cd mébu nhidn va to huéng dén sir dung) phai nhap khau, luu
hanh véi cac ndi dung da dugce phé duyét thay ddi trong hd so dang ky gia han.

6. Ph01 hop véi cac co s& diéu tri dé thuc hién theo dung céc quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hiu qua, tac dung khdéng mong
muon ctia thudc trén ngudi Viét Nam va tdng hop, bao cdo theo quy dinh tai
Piéu 5 Thong tu sé 08/2022/TT-BYT ngay 05/9/2022 ciia BO truong Bo Y té

quy dinh viéc dang ky luu hanh thudc, nguyén lidu 1am thudc ddi vdi cac thude

thudc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay.

7. Co s& dang ky phai dam bio duy tri diéu kién hoat dong cia co s6 dang
ky trong thdi gian hiéu lyc cua gidy dang ky luu hanh thubc, nguyén lidu lam
thubc. Trong trudng hgp khéng con dap mg du diéu kién hoat dong, co s& ding
ky phai c6 trach nhiém thuc hién thay d6i co s& ding ky theo quy dinh tai Thong
tu s6 08/2022/TT-BYT ngay 05/9/2022 ciia B truéng B Y t8 trong thoi han 30
ngay ké tir ngay co sé& ding ky khong con di diéu kién hoat dong.

8. Co s¢ ding ky thuoc phai bdo cdao BO Y té v& cap nhat tinh trang dap
rng Thue hanh t6t san xuat cla co s san xudét thudc, nguyén liéu lam thudc.
Trudng hop co s6 san xuét bi thu hdi gidy phép san xuét hoic khéng dap ung
Thue hanh tét san xuét thubc, nguyén liéu lam thube & nude s& tai, co s& phai
thire hién viéc bdo cdo trong thoi han 15 ngay ké tir ngay c6 thdng bdo cua co
quan quan ly co tham quyén nudgc so tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh sé 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi
tiét mot sb didu va bién phdp thi hanh Luét Dugc.

9. Pbi v6i thube c6 sé thir tu 29 tai Phu luc I ¢ dé nghi thay d6i mau
nhén, hudng dan st dung trong hd so ding ky gia han: Co so dang ky thuc hién
thi tuc dé nghi thay dbi mau nhan, t& huéng dan sir dung theo hinh thirc ddng ky
thay déi bb sung sau khi Quyét dinh nay c6 hiéu luc.

Dleu 3. Cac thuoc duoc gia han glay dang ky luu hanh tai Quyét dinh nay
duogc tiép tuc st dung sb dang ky da cap trude khi gia han trong thoi han ti da
12 thang ké tir ngay dugc cdp so dang ky gia han theo quy dinh tai Phu luc VI
ban hanh kém theo Théng tu s6 08/2022/TT-BYT.

Didu 4. Quyét dinh c6 higu luc ké tir ngay ky ban hanh.
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Didu 5. Giam dbe So Y té cdc tinh, thanh phd truc thude trung uong, gidm:
déc nha san xuét va co sd dang ky c6 thudc tai Piéu 1 chju trdch nhiém thi hanh
Quyét dinh nay./.

Noi nhin: CUC TRUONG
- Nhu Piéu 5; q

- BO trudng (dé blc);

- TTr. D3 Xudn Tuyén (dé b/c); ; Pt N2\ gt

- Cuc Quan Y - B& Quéc phong, Cuc Y té - B§ Cong DA e

an; Cuc Y t& GTVT - Bd Giao théng van tai; Tong
Cuc Hai quan - Bo Téi chinh;

- Bao hiém Xa hdi Viét Nam; N .
_B& Y té Vu PC, Cuc QLYDCT, Cuc QLKCB, Vi Tuan Cuong
Thanh tra Bé.

-S& Y té c4c tinh, thanh phé trire thude Trung wong;

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

- Tong Céng ty Duge VN-CTCP; Cac Céng ty XNK

duge phim;

- Cac Bénh vién & Vién co6 giudng bénh trire thude

BYT;

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

PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, BXT (10b).




DANH MUC 166 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH

Phu Iuc I

TAI VIET NAM HIEU LUC 5 NAM - DQT 113
(Ban hamh kém theo quyét dinh sé: .226...../OP-OLD, ngay 03..04../2023 ciia Cuc Quan Iy Duoc)

STT | Tén thudc | Hoat chit chinh | Dang | Quycach | Tiéu | Tudi S6 dang ky So
~Ham lwgng | baoché | dénggéi |chuin | tho gia han lin

(thang) | (SO dingky | gia
da cip) han

1 2) 3 “ 6] (6) @) ® ©®)

1. Co s& ding ky: A. Menarini Singapore Pte. Ltd. (Pia chi: 30 Pasir Panjang Road, #08-32

Mapletree Business City, Singapore 117440, Singapore)

1.1. Co s& san xuit: ACS Dobfar S.p.A. (Dia chi: Via Laurentina Km 24, 730 - 00071 Pomezia

(Roma), Italy)

Ceclor

Cefaclor
125mg/5ml (dudi
dang cefaclor
monohydrate)

Cbm pha
h&fm dich
udng

Hop 110
30ml,
60ml

NSX

24

800110067023
(VN-15935-12)

01

1.2. Co s& san xuft: GE Healthcare Ireland Limited (Dja chi: IDA Business Park Carrigtohill, Co

Cork, Ireland)

2 Omnipaque | Iohexol Dung Hop 10 NSX 36 539110067123 01
755mg/ml twong | dich ti€ém | chai x (VN-20358-17)
duong Iod 100ml
350mg/ml

3 Omnipaque | Iohexol Dung Hép 10 NSX 36 539110067223 | 0l
647mg/ml tuong | dich tiém | chaix (VN-20357-17)
duong lod 100ml
300mg/ml

2. Co'sé ding ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, #23-
28 DUQ Tower Singapore 189352, Singapore)
2.1. Co s& san xuit: Abbott Biologicals B.V. (Dia chi: Veerweg 12, 8121 AA Olst, The Netherlands)

4 Duphalac Lactulose Dung Hop 20 NSX 24 870100067323 01
10g/15ml dich g01 X (VN-20896-18)

ubng 15ml.
Chai
200ml,
500ml,
1000ml.

5 Duphaston | Dydrogesterone | Viénnén | Hop 1 vix | NSX 60 870110067423 | 01

10mg bao phim | 20 vién (VN-21159-18)

6 Femoston 17p-Estradiol Viénnén | Hop 1 vix | NSX 36 870110067523 | 01

1/10 Img; bao phim | 28 Vién (VN-18648-15)
Dydrogesterone
10mg




STT | Tén thuéc | Hoat chit chinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
—Ham lwgng | baoché | dénggéi | chudn | tho gia han lin
(thing) | (S6 dangky | gia
da cdp) han
L) @) 3) (4) 3) (6) ) @) ®
165 | Forair 125 | Salmeterol (dudi | Thube Hop 1 NSX 24 890110083423 | 01
dang Salmeterol | xit phun | binh xit (VN-15746-12)
xinafoate) 25mcg; | mn 120 liéu
Fluticasone
propionate
125meg
166 | Forair 250 | Salmeterol (dugi | Thubc Hép 1 NSX 24 890110083523 01
dang Salmeterol | xit phun | binh xit (VN-15747-12)
xinafoate) 25meg; | mu 120 liéu
Fluticasone
propionate
250mcg
Ghi chu:

1. Cdch ghi tiéu chudn chdt luong thube tai cét (6):
- Nha san xudt (NSX), Tiéu chudn nha san xuat (TCNSX), Tiéu chudn co 56 (TCCS), In-house c6 y
nghia tuwong dicong nhau, 1a tiéu chudn chdt lugng thudc do co s6 san xudt xdy dung va déu c6 thé
duge ghi trén nhan thuéc.
- Cdch viét 1t cde tiéu chudn chat legng duoc dién: Dugc dién Viét Nam (DDVN), Duoc dién Anh
(BP), Duge dién My (USP), Dugc dién Nhdt Ban (JP), Duoc dién Trung Quéc (CP), Duopc dién Chdu
du (EP), Duge dién Quoc té (IP)...
2. 86 dang ky tai cot (8):

- 86 ding ky gia han la s6 ddng ky digc cdp theo quy dinh tai Phu luc VI T hong tu 08/2022/TT-BYT
ngay 05/09/2022 ciia Bo truong B Y té quy dinh viéc dang ky luu hanh thuoc nguyén liéu lam thuéc.

- 86 diing ky dd cdp (dwoc ghi trong ngodc dom) la s6 ding ky dd duoc cap trudc khi thudc duoc gia

han theo quyét dinh nay.

28




\ gd]?:_u‘:!:. BiYie
o BO Y TE CONG HOA XA HQOI CHU NGHIA VIET NAM
CUC QUANLY DUQC Poc ldp - Tw do - Hanh phiic
S6: 98 /QP-QLD Ha Néi, ngay0l  thdng02 ndm2024
QUYET PINH

V& viéc cong b Danh muc thude biét duge gbe - Pot 1 nim 2024

CUC TRUONG CUC QUAN LY DUQC

Ciin cit Ludt Dugc sb 105/2016/QH13 ngay 06/04/2016;

Can cir Nghi dinh s6 95/2022/ND CP ngay 15/11/2022 cuia Chinh phil quy
dinh chirc ndng, nhiém vy, quyén han va co cau 16 chirc ciia BO Y té;

Cén cir Théng tw s6 08/2022/TT-BYT ngay 05/9/2022 ciia BS trudng B6 Y
1é quy dinh viéc dang ky lheu hanh thude, nguyén liéu lam thuébce;

Cein ctr Quyét dinh 56 1 969/0D-BYT ngay 26/4/2023 cua Bo truéng Bo Y
1é quy dinh chitc ndng, nhiém vy, quyén han va co cdu 16 chirc ctia Cuc Qudn Iy
Duoc thuéc Bo Y té;

Theo dé nghj cia Trudng phong Phong Dang ky thuée - Cuc Quan Iy Duorc.

QUYET PINH: :

Piéu 1. Cong bc“:) Danh muc 82 thude biét duge gbc Pot 1 - ndm 2024 tai :

Phu luc kém theo Quyét dinh nay. y
Pidu 2. Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh. &

Pidu 3. Gidm déc S Y té cac tinh, thanh pho true thude Trung uong, cac ;

co s& kinh doanh duoc va Gidam ddc co s& ¢6 thude néu tai DPiéu 1 chiu trach
nhiém thi hanh Quyét dinh nay./.

b < KT, CUC TRUGNG
- Nhir Biéu : 2
- B6 trrdng Pao Hong Lan (de b/c) ‘ e O CUC TRUONG

- Thit truémg D& Xudn Tuyén (de blc);

- Cuc trudng Vil Tuén Cudng (dé blc);

- Cuc Quan Y - Bd Qubc phong; Cyc Y té - B4 Cong an; C
Y té GTVT - Bd Giao thong vén tai;

- Téng cyc Hai quan - B Téi chinh;

- Bao hlem Xd hoi Vlet Nam; :

-BJ Y té: Vy Phap ché, Cuc QLKCB, Thanh tra By, Nguyén Thanh Lim

- Céc Vién: KN thuoc TW, KN thube TP. HCM;

- Trung tAm mua sim tip trung thudc qubc gia;

- Téng Céng ty Dugc Viét Nam- CTCP;

- Céc co s kinh doanh dugc;

- C4c Bénh vién & Vién ¢6 giudng bénh truc thuge BO Y té;

- Cuc QLD: QLKDD, QLCLT, PCHN, QLGT, VPC, Website;

- Luu: VT, BK (02b).

v/ cuc
ES QUAN Ly




Phu luc
DANH MUC 82 THUOC BIET DUQC GOC QT 1 - NAM 2024
(Kem theo Quyét dinh s6 98 /QP-QLD ngay 01 /02 /2024 cua Cuc Quan ly Duoc)

Hoat chit;

Dang bao ché;

Dia chi co s san xuat/

STT| Tén thub § dang ky - & san xu4 ,
enthude | o lwgng/ Ndng @3 | Quy chch déng goi | >0 4Ang Ky Goraisin =it Nuée san xult
1 | Aclasta MGi 100ml chua: acid | Dung dich truyén | VN-21917-19 |- Co's& san xudt va déng géi|Dia chi co s san xudt va
zoledronic khan (twong |tinh mach; Hép 1 so cap: déng goi so cap:
ung  533mg  acid | chai 100ml Fresenius Kabi Austria|Hafnerstrasse 36, 8055 Graz,
zoledronic monohydrate) GmbH Austria
g - Co s&y dong goi thir cép va|- Dia chi co s& dong géi thir
xuat xudng: cap va xudt xuong:
Novartis Pharma Stein AG |Schaffhauserstrasse, 4332
Stein, Switzerland
2 | Actilyse Alteplase 50mg Bot dong kl}é va | QLSP-948-16 Boehringer Ingelheim|Birkendorfer Str. 65 88397
dung mdéi dé pha Pharma GmbH & Co. KG |Biberach a. d. R., Germany
dung dich ‘tiém
truyén; Hop gém 1
lo bot dong k'hc’) va
1 lo nudc cét pha
ti€m
3 | Adalat LA 30mg | Nifedipin 30mg Vién nén phong | 400110400623 |Bayer AG Kaiser-Wilhelm-Allee,
thich kéo dai; Hép | (SPK di cap: 51368 Leverkusen,
3 vix 10 vién VN-20385-17) Germany
4 | Aerius Desloratadin 0,5mg/ml | Siro; Hop 1 chai | VN-22025-19 Organon Heist bv Industriepark 30, B-2220,
60ml Heist-op-den-Berg, Belgium
5 | Aerius Desloratadine 5mg Vién nén bao phim; | 540100032123 | Organon Heist bv Industriepark 30, 2220,
Hop 1 vix 10 vién | (SDK dé cap: Heist-op-den-Berg, Belgium

VN-18026-14)




n P Hoat chat; Dang bao ché; - P . £ Pia chi co' s& sin xuit/
STT| Ténthude | p i lwgng/Ndng dp | Quy cich dénggsi | S0 2n8lY i Nuée sin xuat
27 | Cialis Tadalafil 20mg Vién nén bao phim; | 840110026223 |- Co s& san xuét: - Pia chi co s& san xuét:
Hop 1 vi x 2 vién | (SPK didcap: |Lilly del Caribe, Inc|12.6 km 65th Infantry Road,
nén bao phim VN-18624-15) |- Co s xuit xudng va dong|Carolina, PR 00985, Puerto
gol: Rico
Lilly, S.A -Piachicosd Xudt xudng va
dong goi:
Avda, Industria 30, 28108
Alcobendas, Madrid, Spain

28 | Ciprobay 400mg | Ciprofloxacin Dung dich truyén | 400115400823 |Bayer AG Kaiser-Wilhelm-Allee,

400mg/200ml tinh mach; Hop 1 | (SPK d cép: 51368 Leverkusen,
Chai 200ml VN-19012-15) Germany

29 | Combigan Brimonidine tartrate 2 | Dung dich nho mat; | 539110074923 |Allergan Pharmaceuticals|Castlebar Road, Westport,
mg/ml, Timolol 5 mg/ml | Hop 1 lo X Sml (SPK di cép: Ireland County Mayo, Ireland
(dudi dang Timolol VN-20373-17)
maleate)

30 | Duodart Dutasteride 0,5mg/ | Vién nang cimg; | VN2-525-16 - Co s& san xuét: - Pia chi co s& san xuét:
Tamsulosin Hop 1 1o 30 vién Catalent Germany|Steinbeisstr.  1-2, 73614
hydrochloride 0,4mg Schorndorf GmbH Schorndorf, Germany

- Co 5O san xuét ban thanh|- Dia chi co s& san xut ban
pham Dutasteride: thanh pham Dutasteride:
Catalent France Beinheim|74 rue principale, 67930
SA , Beinheim — France
- Co s0 san xuat ban thanh|- Bia chi co s& san xudt ban
phém Tamsulosin HCl:  |thanh phim Tamsulosin HC:
Rottendorf Pharma GmbH |QOstenfelder Strale 51-61,
59320 Ennigerloh, Germany
31 | Duphaston Dydrogesterone 10mg Vién nén bao phim 870110067423 |Abbott Biologicals B.V Veerweg 12 8121 AA Olst,
vix 20 vién | (SPK da cap: Netherlands
K*_’ﬂ \'3//« VN-21159-18)







