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S6: 1505/TB-2023-DOTA Ip.HCM, ngay 15 thdng 05 ndm 2023
(V/v diéu chmh S6 dang ky thuéc triing thau)

-‘I

Kinh giri: SO Y TE NINH THUAN

J Can. cw Quyet dinh s6 730/0D-SYT, ngay 21 thing 11 ndm 2022 cia Gidm doc S6 Y
%Z% Thitdn ue viéc phé duyét két qua liwa chon nha thdu géi s6 1: Géi thdu thudc generic.

- Can cuJ kha niing cung tmg hang héa cia Cong ty TNHH Duoc Phdm va Trang Thiét

Bz v Hoang ch

Ching t6i Céng ty TNHH Dwgc Phidm va Trang Thiét Bi Y té Hoang Dirc xin phép
dugc giai trinh va thdng béo nhu sau:

Theo Quyét dinh trén ching t6i tring thdu san phdm Dotarem véi s§ ding ky VN- VN-
15929-12. Nhung hién tai, san phim nay d4 duge Cuc Quéan 1y Duoge cip sb ding ky méi VN-
23274-22, 16 hang theo sb ding ky m&i nay dd duoc nhap khau vé Viét Nam va s& cung Ung
cho céc co s& y té trén dia ban tinh Ninh Thuan. Chung t6i xin glti kém bang thong tin chi tiét:

A 4
£ 2o £ 2 . £ So lwgng | So lwong
Tén Tén hoat S? da,ng 5o dan%ky })o.’n S0 lErq’ng da xuat | con lai

STT £ £, ky tring | sau diéu vi trang 2, .
thuoc chat A . . A theo SDK | (xuit theo
thiau chinh tinh thau - P
cii SPK méi)

. |
Acid VN- - | VN-23274-
I Dotarem gadoteric | 15929-12 22 Lo 200 150 50

Béng van béan nay, chung t6i xin thong béo va diéu chinh sé dang ky méi clia san phim
Dotarem. Viéc thay ddi S6 ding ky nay khong anh hudng dén c4c thong tin khéc ciing nhu
chit lwvong san phdm. (@inkh kém tai liéu Gidy phép luu hanh san pham theo s6 ding ky cii va
méi dé Quy S6 Y té doi chiéu).

Kinh mong S& Y té Ninh Thuén xem xét va chip thuan dé Cong ty chung t6i ¢6 thé tiép
tuc cung tmg san phdm Dotarem theo s6 dang ky VN-23274-22 cho céc co sd' y t& trén dia ban
tinh Ninh Thuén.

Xin chén thanh cam on va trdn trong kinh chao!

Noi nhan:
- Nhu trén
- Luru phong théu
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BO Y TE CONG HOA XA HOT CHU NGHIA VIET NAM

MW"“W’Y o HEALTH SOCIALIST REPUBLIC OF VIETNAM

BRA: ADARSSTRATION OF VETVAM

1384 Gidng VA - Hir 901 - VAR Nan
Tok 14 4. 37 IBRABTIRIBE41T - Fax $4000204758
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(rfcoNew TNHH /p AUTHORIZATION
s DUOCPHAMVA

Todependence - Freedom - Happiness

Tén th T,‘ 7S/ ' Dotarem

Narne of Brug -*Z\M SO

Thénh phn chinhHam fwong  ©  Acid Gadoteric, 0,5mmol/m (27,932 g/100mi)
Aclive fngredxenfs, Stfength v

Qui céch d6ng goi, bao ché © Hdp 1 lo thiy tinh 10mi, Dung dich tiém
Pagking Size, Desage fonm: ’ — '

Tigu chugn chét lvong T NSX

Quality Speeification;

Han ding ;- 36thang
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$6 giby phép ieu hanh sén phém (SBK): ¥ .
MarkefmgAu&&wzzaﬂquumber [ VN 15929_ 12 {

S8 quyét dinh . 241/QB-QLD Ngay c4p: 10/10/2012
Approval Decision Number: Date of lssuance:

Hitu lwe cla gidy phép ey hanh sén phém 6 gi4 tri 06 néim k& tir ngay clp
Expiration Date of this Markeling Avthotzation:

Tén nha san xuit ¢ Guerbet

Name @1‘ Manutacturer: )

Bia chi © 46.24 rue Jean Chaptal 93800 Aulnay-Scus-Bois -
Addrasst France

$é dién thoai : 86 facsimile:

Tet Ne ; Fax. No.

Tén nha déng ky ' Hyphens Pharma Pte. Ltd

Name of Markeling Authorization f«%@r

Bia chi T 138 Joo Seng Road, #03-00, Singapore 368361 -
A;r:fdrgss; Singapore

86 dién thogi S8 facsimile:

Tel. No: Fax. Mo,

Ha Noi, ngay 10 thdng 10 ndm 2012.
CYC TRUONG CUC QUAN LY DUQC

GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM
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BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
JAN LY DUQC Déc 14p - Tw do - Hanh phic

[ bugc A /QP-QLD Ha Néi, ngay 01 thangl 1 ndm 2022

TRANG THIET BlY Tg/ */

o\HOANG BUC/3
A

\ 4 < \
2% 3. TPHOCSA

‘ QUYET PINH )
ve v1ec ban hanh danh muc 15 thuoc nwéc ngoai
dwgc cap glay ding ky luu hanh tai Viét Nam - Dot 110.2

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

Can cir Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chike ndng, nhiém vu, quyén han va co cdu 16 chirc ciia BS Y té;

Cdn cir Quyét dinh s6 7868/0D-BYT ngay 28/12/2018 ciia Bj truong B Y
té quy dinh chirc nang, nhiém vy, quyén han va co cdu 16 chire ciia Cuc Quan by
Duroc thujc B Y té;

Cdn cir Théng tie s6 08/2022/TT-BYT ngay 05/9/2022 ciia Bo truéng Bo Y 1é
quy dinh viéc ding ky heu hanh thuoc, nguyén liéu lam thuéc;

Can cit y kién cua Hji c?‘ong tw van cap gidy dang ky heu hanh thudc,
nguyén liéu lam thuéc - BY Y té;

Theo d@é nghi ciia Trurdng phong Ping ky thudc - Cuc Quan b Duoc. /@
QUYET PINH: a7 SN
Dicu 1. Ban hanh kém theo Quyét dinh nay danh muc 15 thuéc nudc f'ﬁlf“? ;\J:é
ngoai dugc cap giay dang ky luu hanh tai Viét Nam - Dot 110.2, bao gom: ‘ HOJ
1. Danh myc 13 thube nude ngoai duge cép gidy dang ky hru hinh hi¢u \0 -
lu:c 05 nam - Dot 110.2 (tai Phu luc I kem theo). Cac thu()vc tai Danh muc nay c6 e
s0 dang ky v6i ky hiéu VN-...-22 va hi€u luc 05 nam ke tir ngay ky ban hanh
Quyeét dinh nay.

2. Danh muc 02 thudc nude ngoai dwge cip gidy dang ky luu hanh hi¢u
luc Q3 ndm - Dot 110.2 (tai Phu luc II kém theo). Céc thudc tgi Danh muyc nay
c6 so dang ky v6i ky hi¢u VN3-...-22 va hiéu luc 03 ndm k& tir ngay ky ban
hanh Quyét dinh nay.

Piéu 2. Co s& san xuit va co s¢ ding ky thube c6 trach nhiém:

1. Cung cip thube vao Viét Nam theo dung cac ho so tai liéu da ding ky
v6i Bo Y té va phai in hodc dén s6 dang ky dugc BO Y té cAp 1én nhan thude.

2. Chép hanh day du phap ludt cua nuéc CHXHCN Viét Nam va cac quy
dinh ciia By Y té vé nhap khau thudc va lru hanh thude tai Viét Nam, néu c6 bt
ctr thay d6i gi trong qué trinh hru hanh thubc & nude sé tai va & Viét Nam thi
phai bao cdo ngay cho Cuc Quan Iy Dugc -Bo Y té Viét Nam.



3. Thyc hién viéc cip nht tiéu chuin chét Iwvong ciia thude theo quy dinh
tai Thong tu sb 11/2018/TT-BYT ngay 04/5/2018 cua Bo truéng Bo Y té quy
dinh v& chit lvong thudc, nguyén liéu lam thudc.

4. Cép nhat nhan thudc va t& hudng din sir dung thudc theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 cia B trwong Bo Y té quy dinh
ghi nhan thudc, nguyén li¢u lam thudc va t& hudng dan st dung thudc theo hinh
thirc thay dbi, bd sung gidy ding ky lhru hanh thude quy dinh tai Thong tu
08/2022/TT-BYT ngay 05/9/2022 ciia B6 truéng BO Y té dbi véi thude chua cap
nhat ndi dung nhén thudc, t& hudéng din sir dung thudc theo  quy dinh tai Thong
tw 01/2018/TT-BYT ngay 18/01/2018 ctia BO trudng Bo Y té, cu thé nhur sau:

a) Pbi vai thube thudc danh muc thude doc va nguyén lidu doc 1am thudc
theo quy dinh tai Thong tur 06/2017/TT-BYT ngay 03/5/2017 caa B trudng Bo
Y t& v& viéc ban hanh danh muyc thubc doc va nguyén lieu doc lam thuoc chi
duoc luu hanh sau khi cdp nhét theo quy dinh tai diém b Khoan 1 Piéu 37
Thong tu s6 01/2018/TT-BYT.

b) Béi véi cac thude ,khéc,phéi thuc hién viéc cdp nhit nay trong thoi han
06 thang ké tir ngay dwoc cap gidy dang ky luu hanh.

5. Phdi hop véi cac co s¢ didu tri dé thuc hién theo dung cic quy dinh
hién hanh vé thubc ké don, theo dbi an toan, hiéu qua, tac dung khong mong
mudn coa thude trén ngudi Viét Nam va tbng hop, bdo céo theo quy dinh tai
biéu 5 Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 ctia B) truéng B6 Y té
quy dinh viéc dang ky luu hanh thudc, nguyén liéu 1am thudc d6i véi cac thudc
thuoc Danh muc tai Phu luc I ban hanh kém theo Quyét dinh nay (cic sé ding
ky véi ky hiéu VN3-...-22).

6. Co s dang ky phai dam bao duy tri diéu kién hoat dong cua co s¢ dang
ky trong thoi gian hiu lyc cia gidy ding ky luu hanh thudc, nguyén liéu 1am
thudc. Trong trudng hop khong con dap tng du didu kién hoat ddng, co s¢ ding
ky phai ¢4 trach nhiém thyc hién thay ddi co s& ding ky theo quy dinh tai Thong
tur s6 08/2022/TT-BYT ngay 05/9/2022 cua B) truong BO Y té trong thoi han 30
ngay ké tir ngdy co s¢ ding ky khong con di diéu kién hoat dong.

7. Co s& dang ky thuoc phdi bao cao B Y té vé cip nhat tinh trang dap
tmg Thye hanh tt san xuat clia co s¢ san xuit thudc, nguyén li€u lam thudc.
Trudong hop co s& san xudt bi thu hdi gidy phép san xuit hodc khéng dép ting
Thyc hanh tdt san xuit thubc, nguyén liéu lam thudc & nuée s tai, co s& phai
thuc hién viéc bdo céo trong thdi han 15 ngay ké tir ngdy ¢ thong béo cia co
quan quéan 1y c6 thim quyén nudc s tai theo quy dinh tai diém d khoan 1 Piéu
100 Nghi dinh sb 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phi quy dinh chi
tiét mot sé diéu va bién phép thi hanh Luat Dugc.

Piéu 3. Quyét dinh c6 hidu luc ké tir ngay ky ban hanh.
Diéu 4. Giam dbc S& Y té céc tinh, thanh phé tric thude trung wong, gidm



dbc nha san xuét va co s¢ ding ky c¢6 thudc tai Diéu 1 chiu trdch nhiém thi hanh
Quyét dinh nay./.

Noi nhin: _cuc TRUONG
- Nhu Diéu 4; Ho

- B4 trudng (@ ble);
- TTr. B Xuan Tuyén (de b/c); i = '
-CucQuéan Y - B6 Qubc phong, Cuc Y té - Bo Cong ..}{ at
an; Cuc Y té GTVT - B4 Giao thong vin tai; Tong; %\ B

Cuyc Héi quan - B Tai chinh; ‘,\W o

- Bo hiém X3 hoi Viét Nam; g S A

- B& Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, . Vu Tuén Cudng
Thanh tra B6.

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

- Téng Coéng ty Dugc VN; Cac Cong ty XNK duge
phém;

- C4c Bénh vién & Vién c¢6 giudng bénh truc thude
BYT;

- Céc phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (10b).

mAe faak el



Phu luc I

DANH MUC 13 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 110.2

(Ban hanh kém theo quyét dinh s6: ..699....../QP-QLD, ngay 01../11./2022cia Cuc Quan Iy Dugc)

1. Cong ty ding ky: Belarusian-Dutch Joint Venture "Pharmaland" Limited Liabiliy Company (D/c:
124-3, Leninskaya Street, Nesvizh, 222603, Minsk Region - Belarus)

1.1 Nha sin xuit: F armaprim Ltd. (D/c: 5 Crinilor street, Porumbeni, Criuleni district, MD-4829 -
Moldova)

At chinh - ao |Tubi | Tie i Lo
STT Tén thube Hoat ‘chat chinh Dang E)ao T 1e1:1 erly cac’l.l Sé ding ky
Ham lwgng ché tho | chuan déng goi
1 |Perfeclly Progesteron 400mg | Vién dit am 36 [NSX |Hop2vix6 vién| VN-23262-22
dao thang

2. Cong ty ding ky: Bluepharma- Indistria Farmac@utica, S.A. (D/c: Sdo Martinho do Bispo, Coimbra,
3045-016 - Portugal)

2.1 Nha san xuét: Bluepharma- Indistria Farmacéutica, S.A. (Fab. Coimbra) (D/c: Sdo Martinho do
Bispo, Coimbra, 3045-016 - Portugal)

X . - N Tlléi <n . ]
STT Tén thude Hoat fhat chinh Dang E)ao Tle;.l Q1’1y cétzl.l Sé ding ky
Ham lwong ché tho | chuin déng géi
2 |Bluti 120 Febuxostat 120mg | Vién nén bao | 24 NSX [H{p 2 vix 14 vién | VN-23263-22
phim thang [nén bao phim

3. Cong ty ding ky: Céng ty cé phén kinh doanh thwong mai Skyline (P/c: Tang 2, O s6 7, Ddy B, L6
TT06, Khu dé thi méi Tay Nam Linh Pdm, Phuong Hodng Liét, Quan Hoang Mai, Thanh phé Ha N¢i - Viét

Nam)

3.1 Nha san xuét: S.C. AC Helcor S.R.L (P/c: 62 Dr. Victor Babes Street, Baia Mare - Romania)

i £ . _ N Tlléi oa . . ]
STT Tén thuée Hoat ‘chat chinh Dang ?ao Tle;l erly cac}l Sé ding ky
Ham lwgng ché the | chuin dong goi
3 |Cordamil 40 mg ‘Verapamil Vién nén bao | 24 |TCCS [Hop3vix 10 VN-23264-22
hydrochloride 40mg  [phim thang vién
4 |Cordamil 80 mg Verapamil Vién nén bao | 48 [TCCS |Hop3vix 10 VN-23265-22
hydrochloride 80mg  [phim thang vién
5 |Ketoproxin 100 mg Ketoprofen 100mg Vién nén bao | 24 |[TCCS Hoép2vix 10 VN-23266-22
phim thiang vién nén bao
phim
6 |Ketotifen Helcor 1 mg Ketotifen (dudi dang |Vién nén 24 |TCCS Hop2vix 10 VN-23267-22
Ketotifen hydrogen thang vién
fumarat) 1mg
7 |[Ramipril-AC 2,5 mg Ramipril 2,5mg Vién nén 24 |TCCS Hop3vix 10 VN-23268-22
théng vién nén

Trang 1




4. Cong ty ding ky: Cong ty TNHH Medfatop (D/c: 34C, Puong 56 22, Khu phé 23, Phuong Binh Hung
Hoa A, Quén Binh Tén, TP. H6 Chi Minh - Viét Nam)
4.1 Nha san xuét: Farmalabor Produtos Farmacéuticos, S.A (B/c: Zona Industrial de Condeixa-a-Nova,
3150-194 Condeixa-a-Nova - Portugal)

i £ ’ - N |Tll6i . sch . i
STT Tén thubc Hoat ‘chat chinh Dang ?ao Tle;l Ql’ly cac“ Sé diing ky
Ham lrong ché | tho | chuan doéng géi
8 |Amiodarona GP Amiodarone Vién nén | 36 |TCCS [Hop6vix10 VN-23269-22
hydrochloride 200mg |thang vién

5. Cong ty ding ky: Céng ty TNHH mét thanh vién An Phit (D/c: 166/42 Thich Qudng Piec, Phuong 04,
Quén Phil Nhugn, TP. H6 Chi Minh - Viét Nam)
5.1 Nha san xuét: Ind-Swift Limited (B/c: Off NH-21, Village Jawaharpur, Tehsil Derabassi, District SAS
Nagar (Mohali), Punjab-140507 - India)

. Hoat chit chinh - . | Tudi | Tieu Quy cich £oae o
STT Tén thuo : D bao ché So dang k
Hoe Ham lrgng 208 520 €1€ | the | chuln déng géi g
9 |Clarie OD Clarithromycin Vién nén phéng | 48 [NSX |Hop1vix7 vién| VN-23270-22
500mg thich kéo dai thing |

6. Céng ty ding ky: Céng ty TNHH Thwong mai Nam Ddng (B/c: S6 nha 2, ngé 164/117, phé Vieong Thira
Vi, P. Khiwong Trung, qudn Thanh Xudn, Ha Néi - Viét Nam)
6.1 Nha sin xuat: KRKA, D.D., Novo Mesto (D/c: Smarjeska cesta 6, 8501 Novo mesto - Slovenia)

4t chinh - . | Tudi | Tia ; S
STT Tén thuc Hogtchitchinh - o hao ché Tiew | Quy cich 86 dsing ky
Ham lwgng : tho | chuin déng goi
10 |Mirzaten 15 mg Mirtazapine 15Smg  |Vién nén phin 60 [INSX |[Hop3vixl10 | VN-23271-22
tan trong miéng |thing vién

7. Cong ty ding ky: Cong ty TNHH TM Duwoc phim Van Hd (B/c: 16/38 ngd Lénh Cu, Kham Thién,

phuong Thé Quan, qudn Pong Pa, Ha Néi - Viét Nam)

7.1 Nha san xuit: Celogen Generics Private Limited (D/c: Plot No. 646/1&2, Agrawal Industrial Estate
Somnath Road, Dabhel, Daman-396 210 - India)

a J4 e s Tlléi .n - . ]
STT Tén thube Hoat ‘chat chinh Dang E')ao Tle;l Q|’1y cac’l.n Sé ding ky
Ham lwgng ché tho | chuin déng goi
11 [Flucogen 200 Fluconazol 200mg | Vién nang 36 [TCCS |Vinhém- PVC.H¢p | VN-23272-22
climg thang 10 vién nang cing
12 Metrogen 400 Metronidazole Vién nén bao | 36 |TCCS [Hop 2 vix 10 vién VN-23273-22
400mg phim thing
8. Cong ty ding ky: Hyphens Pharma Pte. Ltd (D/c: 16 Tai Seng Street, #04-01, Singapore 534138 -
Singapore)
8.1 Nha san xuét: Guerbet (D/c: 16-24 rue Jean Chaptal 93600 Aulnay-Sous-Bois - France)
I v . 3 Tll(;;i .a - 2o i
STT Tén thube Hoat ‘chat chinh Dang ?ao Tleg Ql:ly cac}n sé ding ky
Ham lwgng ché the | chuin dong goi
13 |Dotarem Acid gadoteric Dung dich 36 INSX [Hopllo10ml VN-23274-22
27,932g/100mL tiém thdng

Trang 2




Phu luc II

DANH MUC 02 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY LUU HANH

TAI VIET NAM HIEU LUC 3 NAM - BQT 110.2

(Ban hanh kém theo quyét dinh s6: ..699....../0D-QLD, ngay 01./11./2022ciia Cuc Qudn Iy Dugc)

1. Cong ty ding ky: Abbott Laboratories (Singapore) Private Limited (D/c: 3 Fraser Street, #23-28 Duo
Tower, Singapore 189352 - Singapore)

1.1 Nha san xudt: Naari Pharma Private Limited (P/c: Plot No. 14-16, 55-57, Sector-5, IIE, Pantnagar,
Rudrapur-263153, Dist. -Udham Singh Nagar, Uttarakhand - India)

4 r _ N Tll(;;i <A = . i
STT Tén thubc Hoat ‘chat chinh . Dang E)ao Tle;l erly cacjl Sé ding ky
Ham lrong ché tho | chuin déng géi
1 |Dienosis Dienogest 2mg Vién nén 36 NSX Hop 2 vi, 6 vi, VN3-421-22
thang 12 vix 14 vién

2. Cong ty diing ky: Dr. Reddy's Laboratories Ltd. (P/c: 8-2-337, Road No.3, Banjara Hills, Hyderabad-
500034, Telangana - India)

2.1 Nha sén xuét: DR. REDDY’S LABORATORIES LIMITED (B/c: FTO-SEZ, Process Unit-01, Survey
No's: 57 to 59, 60, 62&72, Sector No's. 9 to 14 & 17 to 20, Devunipalavalasa (V), Ranasthalam (M),
Srikakulam District - 532409, Andhra Pradesh - India)

r'{ . - N Tll(;;i «n - . )
STT Tén thude Hoat ‘chat chinh Dang ?ao Tle;l Q1’1y cac’l.l Sé ding ky
Ham lwgng ché tho |chudn|  déng goi
2 |Sevelamer carbonate Sevelamer carbonate |Vién nén bao | 24 |[NSX 1 chai chira VN3-422-22
tablets 800mg 800mg phim thang [270 vién

Trang 1




