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for-dautién, Cong ty TNHH Dwge Phim va Trang Thiét Bi Y Té Hoang Pire
chan thanh cam on Quy S& da quan tAm ung hd cc san phdm cuia cong ty ching t6i phin
phéi trong sudt thoi gian qua.

- Cén cair Quyét dinh s6 543/0B-SYT ngay 29/03/2022 cia Gidm doc So Y té Binh
Dinh vé viéc phé duyét két qua lwa chon nha thau cung cdp thuéc thuée Danh muc thuoe
dau thau tap trung cap dia phwong cho cdc co sé y té trong tinh Binh Dinh sir dung tir Quy
2 ndm 2022 dén hét Quy 4 nam 2023 Géi sé 1: Géi thau thuéc Generic;

- Can cir kha nang cung ung hang héa cua Cong ty TNHH Duogc Phdm va Trang
Thiét Bi Y té Hoang Pute.

Cong ty TNHH Duge Phdm va Trang Thiét Bi Y Té Hoang Dic 1a nha phan phéi
chinh thitc cho san phdm Detarem (Acid Gadoteric) ciia nha sin xuat Guerbet — Phap.
Theo Quyét dinh trén, ching t6i tring thiu san phim Dotarem voi sb dang ky VN-15929-
12. Nhung hién tai, san phim nay da duoc Cuc Quén Iy Duogc cép sé ding ky méi VN-
23274-22, 16 hang theo sé dang ky mdi nay da dugc nhap khau vé Viét Nam va sé& cung
g cho céc co sd y té trén dia ban tinh Binh Dinh.

Béng vin ban nay, chiing t6i xin théng bao vé viée diéu chinh va cung tmg sin phdm
Dotarem theo s6 ding ky méi VN-23274-22. Viéc thay doi sé dang ky nay khéong anh
huong dén céc thong tin khac cling nhur chét lwgng san pham. (dinh kém tai liéu Gidy phép
luu hénh san pham theo sé déing ky cii va méi dé Quy S6 d@oi chiéw).

Kinh mong Quy S& xem xét va chdp thudn.

Tréan trong cam on va kinh chao!

Noi nhan:
- Nhu trén
- Luru phong thau
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S9CP LUU HANH SAN PHAM

©/CONG 1Y INHNZ\1 ARKETING AUTHORIZATION

Tén thude\Ty, T . Dotarem

Name of Drug™~<l. : : :

Thanh phan chinh, ham iu'o’ng . Acid Gadoteric, 0,5mmol/ml (27,932 g/100ml)
Active Ingredients, St}fength : = :

Qui c&ch dong géi, bao ché Hép 1 lg thiy tinh 10ml, Dung djch tiém
Packing Size, Dosage form:

Tiéu chuan chat luvong © NSX

Quality Speciﬂcaﬁon:

Han ding - ; : 36thang

Shelf- life: _

S6 gidy phép iwu hanh san pham (SBK): I VN-1 5929,124,

Maﬂcefmg Autharization Number:

S6 quyét dinh | :241/Qb-QLD Ngay cép: 10/10/2012.

Approval Decision Number: Date of Issuance:

Hiéu Iy clia gidy phép leu hanh san phdm: cd gia trj 05 nam ké tir ngay cép
Expiration: Date of this Marketing Authonzation:

Tén nha san xuét . Guerbet

Name of Manufacturer:

Bia chi *  16-24 rue Jean Chaptal 93600 Aulnay-Sous-Bois -
Address: - France

Sb dién thoai : Sé facsimile:

Tel. Na. 3 Fax. No.

Tén nha dang ky ! Hyphens Pharma Pte. Ltd

Name of Marketing Authorization Holder

Dia chi 138 Joo Seng Road, #03-00, Singapore 368361 -
Address: Singapore

Sé dién thoai : A S facsimile:

Tel. No. - Fax. No.

Ha Noi, ngay 10 thang 10 nam 2012,

CUC TRUONG CUC QUAN LY DUQC
GEHERAL-DIREC TOR OF THE DRUG ADMINISTRATION OF VIETNAM

Gidy phép luu hanh san pham nay dugc ¢dp duta trén hd sd
dang ky da dude Cuc Quan 1y duge - B Y t8 chdp nhan.

This marxeting authcrization has been issued based on the dossiers
appmved b y the ﬁmgﬁdmmialrﬂmm of Vietnam.

- TAt cA cac thay d8i v8: cd 3 san xuét, dang bao ché, ham
ivong, chi dinh... déu phai dudc dang kv lai dé cdp gidy ¥ s
phép mdi. Rekndy et
All changes fo the menufacturing sile, dossge form. strength, indication, e z .
eic. nmaubmcﬂomwgiswmnfaranowmrku#mgamhonzsnon TRU’ONG QUOC CUGNG

3- Mau nhan da duge duyét va to hudng dan sir dung duge

dinh kém thea gjé’y phép nay.
Theapp dlabels ond package insert ase sitachad.




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - T do - Hanh phic
/QD-QLD Ha Néi, ngay 01 thangl 1 nam 2022
QUYET PINH

Vé viéc ban hanh danh muc 15 thudc nwéc ngoai
dutc cap gidy ding ky lwu hanh tai Viét Nam - Dot 110.2

CUC TRUONG CUC QUAN LY DUQC
Can cir Ludt Duge s6 105/2016/QHI3 ngay 06/4/2016;

Cén cir Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cuia Chinh phi quy
dinh chirc nang, nhiém vu, quyén han va co cau 16 chirc cuia Bg Y té;

Can cir Quyét dinh sé 7868/0P- BYT ngay 28/12/2018 cua B¢ truong Bo Y
té quy dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia Cuc Quan Iy
Duroc thuge B Y té;

Can cir Théng tr s6 08/2022/TT-BYT ngay 05/9/2022 ciia B¢ trucng B Y 16
quy dinh viéc dang ky heu hanh thubc, nguyén liéu lam thuée;

Can cit y kién cua Hoi c?ong ne van cdp gidy dang ky heu hanh thuée,
nguyén liéu lam thuoc - Bo Y té;

Theo dé nghi cia Truwong phong Dang ky thuée - Cuc Quan Iy Diror.
QUYET DINH:

Pidu 1. Ban hanh kém theo Quyét dinh ndy danh muc 15 thude nuéc
ngoai duge cap giay dang ky luu hanh tai Viét Nam - Dot 110.2, bao gom:

1. Danh muc 13 thudc nude ngoai duoc cip gidy dang ky lvu hanh hiéu
lyc 05 nam - Dot 110.2 (1ai Phuy lyc I kém theo). Cac thude tai Danh myc nay co
s0 dang ky véi ky hiéu VN-...-22 va hiéu lyc 05 nam ké tir ngay ky ban hanh
Quyeét dinh nay.

2. Danh muc 02 thudc nude ngoai dugc cap gidy déng ky luu hanh hi¢u
luc Q3 nam - Dot 110.2 (tai Phu luc Il kem theo). Céac thudc tgi Danh muc nay
c6 s0 dang ky voi ky hiéu VN3-...-22 va hiéu Iyc 03 nam ke tir ngay ky ban
hanh Quyét dinh nay.

Pidu 2. Co s6 san xudt va co s¢ dang ky thude co trach nhiém:

1. Cung cap thude vao Viét Nam theo dung cac h’é so tai liéu da dang ky
vai BO Y té va phai in hodc dan so dang ky duge B Y t€ cap 1én nhan thudc.

2. Chép hanh ddy du phap luit ciia nuéc CHXHCN Viét Nam va céc quy
dinh ctia BO Y t€ vé nhdp khau thudc va luu pz‘mh thudc tai Viét Nam, néu c6 bat
ctr thay doi gi trong qud trinh luu hanh thude & nude so tai va ¢ Viét Nam thi
phai bdo cdo ngay cho Cuc Quan ly Dugc - B Y té Viét Nam.
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3. Thyc hién viéc cap nhit tiéu chuén chat lugng cua thude theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/;018 cia Bo truong BO Y t€ quy
dinh vé chat lugng thudc, nguyén li¢u lam thuoc.

4. Cap nhat nhin thude va to hudng dan sir dung thude theo quy dinh tai
Thoéng tw 01/2018/TT-BYT ngay 18/01/2018 cia Bd trudng BO Y té quy dinh
ghi nhan thudc, nguyén li¢u lam thude va to hudng dan st dung thudc theo hinh
thirc thay ddi, bd sung gidy ding ky luu hanh thude quy dinh tai Thong tu
08/2022/TT-BYT ngay 05/9/2022 cua B truedng BO Y té ddi voi thude chua cap
nhét ndi dung nhan thude, to hudng dan st dung thude theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 ctia BO trudéng BO Y té, cu thé nhu sau:

a) D6i vai thube thude danh muc thudc doc va nguyén li¢u doc lam thube
theo quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 cua B truong Bo
Y t& v& viéc ban hanh danh muc thubc doc va nguyén liéu doc 1am thude: chi
dugc luu hanh sau khi cdp nhit theo quy dinh tai diém b Khoan 1 biéu 37
Théng tu s6 01/2018/TT-BYT.

b) Dél véi cac thude khac phai thuc hién viéc cap nhat nay trong thoi han
06 thang ké tir ngay duoc cdp gidy dang ky lwu hanh.

5. Phéi hop véi cac co so diéu tri dé thuc hién theo ding cic quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hi€u qua, tdc dung khong mong
mudn cua thude trén ngudi Viét Nam va tong hop, bao céo theo quy dinh tai
Diéu 5 Théng tu s6 08/2022/TT-BYT ngay 05/9/2022 cta Bo truéng B Y te
quy dinh viée dang ky lwu hanh thudc, nguyén lidu lam thudc déi vé6i cic thube
thudc Danh muc tai Phu luc IT ban hanh kém theo Quyét dinh nay (cac s6 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 higu lyc cua gidy dang ky luu hanh thude, nguyén lidu lam
thudc. Trong trudng hop khong con dap ung du diéu kién hoat dong, co s& dang
ky phai ¢6 trach nhiém thuc hién thay d6i co so ding ky theo quy dinh tai Thong
tr s6 08/2022/TT-BYT ngay 05/9/2022 cua BJ truéng B Y té trong thoi han 30
ngay ké tir ngay co s& diang ky khong con du diéu kién hoat dong.

7. Co so dang ky thuoc phai bao cao BO Y té vé& cdp nhit tinh trang dap
tmg Thuc hanh tét san xuat cua co s¢ san xut thude, nguyén li€u lam thube.
Trudng hop co s& sdn xudt bi thu hdi gidy phép san xuét hodc khong dap tmg
Thue hanh t6t san xuat thude, nguyén liéu lam thudc & nudc s tai, co s& phai
thuc hién viée bdo cdo trong thoi han 15 ngay ké tir ngay c6 thong béo cua co
quan qudn ly co tham quyén nude sé tai theo quy dinh tai diém d khoan 1 Piéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh pht quy dinh chi
tiét mot s6 diéu va bién phép thi hanh Luét Duge.

Diéu 3. Quyet dinh ¢6 hiéu luc ké tir ngay ky ban hanh.

Pidu 4. Giam dbc S Y té cac tinh, thanh phé truc thudc trung vong, gidm



ddc nha san xuét va co s& ding ky ¢6 thudc tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhgn: CUC TRUONG
- Nhu Dicu 4; %H.

- B§ trudmg (48 blc);

- TTr. B3 Xuan Tuyén (dé b/c); E
- Cuc Quéan Y - B Quéc phong, Cuc Y té - Bo Cong
an; Cuc Y t& GTVT - Bd Giao théng vian tai; Tong\,
Cuc Hai quan - B§ Tai chinh;
- Bao hidm X4 hoi ViétNam; N2 v I .

- B3 Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Vii Tuin Cuong
Thanh tra Bj.

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

- Téng Céng ty Dugc VN; Cac Céng ty XNK duge

phim;

- Cac Bénh vién & Vién c6 giudng bénh truc thude

BYT;

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

PCTTra, VP Cuc; Website Cuc QLD.

- Lwu: VT, KT (10b).
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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 sé: ..699....../0P-QLD, ngay 01../11./.2022¢c1ia Cuc Quan Iy Duoc)

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

1.1 Nha sdn xuit: Farmaprim Ltd. (D/c: 5 Crinilor street, Porumbeni, Criuleni district, MD-4829 -

Moldova)
STT Tén thuée Hoat f:hat chinh - Dang :Jao Tudi Tiel: Q|'1y ca‘fl_] S6 ding ky
Ham lwong ché tho | chuin dong goi
1 |Perfeclly Progesteron 400mg  |Vién ddt am 36 [NSX |HOp2vix 6 vién| VN-23262-22
dao thang

2. Cong ty ding ky: Bluepharma- Industria Farmacéutica, S.A. (B/c: Sdo Martinho do Bispo, Coimbra,
3045-016 - Portugal)

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

i t chit chinh - ) Tubi ié i ] ”

STT T Hoa ‘cha chinh Dang ?ao Tle;l Ql'.ly cac'l‘l Sé ding ky
Ham lrong ché tho | chuin dong géi

2 |Bluti 120 Febuxostat 120mg | Vién nén bao | 24 [NSX |Hop 2 vix 14 vién | VN-23263-22
phim thing nén bao phim

3. Céng ty ding ky: Céng ty cb phin kinh doanh thwong mai Skyline (P/c: Tang 2, O s6 7, Day B, Lé

TT06, Khu dé thi méi Tay Nam Linh DPam, Phuong Hoang Liét, Qudn Hodng Mai, Thanh pho Ha Ngi - Viét

Nam)
3.1 Nha san xuit: S.C. AC Helcor S.R.L (B/c: 62 Dr. Victor Babes Street, Baia Mare - Romania)
A . - . Tl.l(;li .a - = .
STT Tén thude Hoat ‘chat chinh Dang !mo TIEI: Ql:ly caﬂ) sé ding ky
Ham lugng ché tho | chuan déng goi
3 |Cordamil 40 mg Verapamil Vién nén bao | 24 |TCCS [Hop 3 vix 10 VN-23264-22
hydrochloride 40mg  |phim thang vién
4 |Cordamil 80 mg Verapamil Vién nén bao | 48 |TCCS [Hop 3 vix 10 VN-23265-22
hydrochloride 80mg  [phim thang vién
5 |Ketoproxin 100 mg Ketoprofen 100mg Vién nén bao | 24 |TCCS [Hop 2 vix 10 VN-23266-22
phim thng vién nén bao
phim
6 |Ketotifen Helcor | mg Ketotifen (duoi dang |Vién nén 24 [TCCS |Hoép2vix 10 VN-23267-22
Ketotifen hydrogen thiang vién
fumarat) Img
7 |Ramipril-AC 2,5 mg Ramipril 2,5mg Vién nén 24 |TCCS [Hop 3 vix 10 VN-23268-22
thang vién nén

Trang 1
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4. Cong ty ding ky: Cong ty TNHH Medfatop (P/c: 34C, Puong sé 22, Khu pho 23, Phuong Binh Hung
Hoa A, Qudn Binh Tan, TP. Ho Chi Minh - Viét Nam)

4.1 Nha san xuét: Farmalabor Produtos Farmacéuticos, S.A (P/c: Zona Industrial de Condeixa-a-Nova,
3150-194 Condeixa-a-Nova - Portugal)

3 A .- y 3 Tuéi .n I3 . .
STT Tén thube Hoat ‘chat chinh Dang Pao TIEI: Ql:ly catﬁi Sé ding ky
Ham lwgng che tho | chuan dong goi
8 |Amiodarona GP Amiodarone Vién nén 36 |TCCS [Hop 6vix 10 VN-23269-22
hydrochloride 200mg thdng vién

5. Cong ty dang ky: Céng ty TNHH mét thanh vién An Phat (P/c: 166/42 Thich Quang Pirc, Phuong 04,
Qudn Phu Nhudn, TP. Hé Chi Minh - Viét Nam)

5.1 Nha sin xuit: Ind-Swift Limited (B/c: Off NH-21, Village Jawaharpur, Tehsil Derabassi, District SAS
Nagar (Mohali), Punjab-140507 - India)

. 4t chinh - . | Tudi | Tie j £ s i
STT Tén thude Hogtehdt chivh ~| o o s ghié qEa. ekt S6 ding ky
Ham lugng : tho | chuin déng goi
9 |Clarie OD Clarithromycin Vién nén phong | 48 |NSX [Hop | vix 7 vién| VN-23270-22
500mg thich kéo dai | thang

6. Cong ty diing ky: Cong ty TNHH Thwong mai Nam Dong (B/c: S6 nha 2, ngé 164/117, phé Vieong Thira
Vi, P. Khwong Trung, quan Thanh Xuan, Ha Noi - Viét Nam)

6.1 Nha sin xuit: KRKA, D.D., Novo Mesto (D/c: Smarjeska cesta 6, 8501 Novo mesto - Slovenia)

) t chit chinh - . | Tudi | Tig ; B
STT Tén thude Bogeehaechinh ~| o nao ol Tin | Oy .cach Sb ding ky
Ham lirgng : tho | chuin déng géi
10 [Mirzaten 15 mg Mirtazapine 15mg | Vién nén phan 60 INSX |[Hép3vixl10 VN-23271-22
tan trong miéng |thang vién

7. Cong ty ding ky: Cong ty TNHH TM Duwgc phim Van Hb (B/c: 16/38 ngé Lénh Cu, Khiam Thién,
phicomg Thé Quan, quin Péng Pa, Ha Noi - Viét Nam)

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

£ , _ 8 \ Tl.l(z)i on .
STT Tén thube Hogt‘chat chinh Dang ?ao Tle;l Quy cich $é ding ky
Ham lwgng ché tho | chuin déng géi
11 |Flucogen 200 Fluconazol 200mg  |Vién nang 36 |TCCS [Vinhom - PVC. Hop | VN-23272-22
cimng thang 10 vién nang cing
12 [Metrogen 400 Metronidazole Viénnén bao | 36 |[TCCS |Hop 2 vix 10 vién VN-23273-22
400mg phim thing

8. Cong ty ding ky: Hyphens Pharma Pte. Ltd (P/c: 16 Tai Seng Street, #04-01, Singapore 534138 -
Singapore)

8.1 Nha sin xuit: Guerbet (D/c: 16-24 rue Jean Chaptal 93600 Aulnay-Sous-Bois - France)

) £ - _ I T Ae T - -
STT Tén diibe Hoat f:hat chinh Dang !}ao uol TleEl Quy cdch Sé ding ky
Ham lwgng ché tho | chuin déng goi
13 |Dotarem Acid gadoteric Dung dich 36 INSX [Hop 1l lo 10 ml VN-23274-22
27,932g/100mL tiém thang

Trang 2
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Phu luc IT

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

TAI VIET NAM HIEU LUC 3 NAM - POQT 110.2

(Ban hanh kém theo quyét dinh s6: ..699...../0D-QLD, ngay 01./11./2022ciia Cuc Quan 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 sin xuit: Naari Pharma Private Limited (Prc: Plot No. 14-16, 55-57, Sector-5, IIE, Pantnagar,
Rudrapur-263153, Dist. -Udham Singh Nagar, Uttarakhand - India)

£ ” _ = T 2o - - Y .
STT Tén thube Hoat ‘chat chinh Dang E)ao uoi Tle:: Ql:ly cacfl.1 S§ ding ky
Ham lugng ché the | chuin déng goi
1 |Dienosis Dienogest 2mg Vién nén 36 |[NSX |Hop 2 vi, 6 vi, VN3-421-22
thang 12 vi x 14 vién
2. Cong ty ding ky: Dr. Reddy's Laboratories Ltd. (D/c: 8-2-337, Road No.3, Banjara Hills, Hyderabad-
500034, Telangana - India)
2.1 Nha san xuit: DR. REDDY’S LABORATORIES LIMITED (P/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)
. A - = x T As _— - _ .
STT Tén thube Hoat ‘chat chinh Dang ?ao uoi Tnel: Ql'1y Cacjl s ding ky
Ham lwgng ché tho | chuin dong goi
2 |Sevelamer carbonate Sevelamer carbonate |Viénnén bao | 24 NSX |1 chai chira VN3-422-22
tablets 800mg 800mg phim thang 270 vién

Trang 1
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