
CONG TY TNHH MAX PHAM & 
TFIANG THJET E31 Y 

LONG HOA xA Ho CHU NGHIA VIET NAM 
Hoc 141) - Tv do - H3nh phik 

khr. 
LI' 	?i-LAW HOANG DCfC 

GDP-GSP 
SO 9001 /008 

1.4 Sot Knee Can.  g DEng 

Noi 
- Nhu• tren 
- Luu phong thou 

y 46*,2(195iT13apf2)-DOTA 
...6.vifya 	o cra6 ky thuoc trung than) 

DEN 	 Kinh girl: SO Y TE BINH DINH 
Chuyt:n- 

e 	H6 _ad ser 	 Cong ty TNHH Dime PhAm va Trang Thiet Bi Y Te Hoang DOT 
chan thanh cam an Qusi SO' da quan tam ling ho cac san pham cua ding ty chung toi phan 
phi trong su(f)t th&i gian qua. 

- Can ci. Quyit dinh so 543/QD-SYT ngay 29/03/2022 cita Giam dOc So Y ti Binh 
Dinh vi viec phe du)* kit qua lva chon nha thou cung cap thuOc thuOc Danh myc thuoc 
d 'au thou tap trung cap clia phuang cho cac ca sa y to trong tinh Binh Dinh sir dung tit Quf,  
2 nom 2022 din hit QuY 4 nom 2023 Geri sO 1: Gal thou thuoc Generic; 

- Can ore kha nang cung ring hang hoa ceta Cong ty TNHH Dtrac Pham va Trang 
Thth B1 Y ti Hoeing Dirc. 

COng ty TNHH Duqc Pham va Trang Thiat Bi Y Te Hoang Dim la nha phan phi 
chinh thirc cho san pham Dotarem (Acid Gadoteric) cua nha san xuat Guerbet - Phap. 
Theo Quyet dinh ten, cluing toi trung thou san pham Dotarem voi so clang ky VN-15929-
12. Nhung hien tai, san pham nay dal dugc Cuc Quan 13"/ aux cap s6 dang 14/ mai VN-
23274-22, lo hang theo so (rang 14 mai nay da clugc nh4p khau ye Viet Nam va se cung 
ling cho cac co so y to ten dia ban tinh Binh Dinh. 

Bang van ban nay, cluing toi xin thong boo ve viec dieu chinh va cung ling san pham 
Dotarem theo so clang ky mai VN-23274-22. Viec thay d6i so dang 14 nay khong anh 
Mrang den cac thong tin khac cling nhir chat ltrong san pham. (clinh kern tai lieu Giay phip 
hru hanh san pham theo so dang ky cu va mai di Qui',  Sa dai chriu). 

Kinh mong QuSi SO xem xet va chap thuan. 

Tran tong cam an va ldnh chao! 

Tp.HCM, ngay 26 thong 05 nom 2023 



CONG TY TNHH 

oqgc PHAM VA 

TRANG THIET B1 Y TEr  

HOANG Dik 

P 	HANH SAN PHA'114 
ARKETING AUTHORIZATION 

Ten thu6 
Name of Drug: 4"3- TP H6G 

Dotarem 

Thanh phan chinh, ham luvng 
Active Ingredients, Strength: 

Qui each dor-1g gal, bao the 
Packing Size, Dosage form: 

Tieu chuan chat luvng 
Quality Specification: 

Han dung 
Shelf- life: 
SO gi6y phep itru hanh san 
Marketing Authorization Number. 

86 quyet Binh 
Approval Decision Number: 

Acid Gadoteric, 0,5mmollml (27,932 g/100m1) 

1-15p 1 lo th y tinh 10m1, Dung dich tiern 

NSX 

36 thing 

Flieu Iy'c dia giAy phep Ityu hanh san pham: c6 gia tri 05 nam k6 	ngay cap 
Expiration Date of this Marketing Authorization: 

pha'm (SDK): 

 

VN-15929-12 

  

  

Ngay cap: 10/10/2012 
Date of Issuance: 

• 241/0D-QLD 

 

  

BO Y TIC 
MINISTRY OF HEALTH 

CI.JC QLIAN 
DRUG ADNIINISTRATION OF VIETNAM  

138A Giang 'JO - Ha Nig -VOt Nam 
TeL 84.4.37366483138464413 -Fax: 84.4.38134758 

CONG HOA XA HO! CHU N.GHIA VIET NAM 
SOCIALIST REPUBLIC OF VIETNAM 

DiN lap - Ttldo Hanh phtIc 
Independence - Freedom  - Happiness 

Ten nha sin xuAt 
Name of Manufacturer 

Dia chi 
Address: 

So dien thoai 
Tel. No. 

Ten nha clang h", 
Name of Marketing Authorization Holder 

Dia chi 
Address: 

S6 dien thoai 
Tel. No. 

Guerbet 

16-24 rue Jean Chaptal 93600 Aulnay-Sous-Bois -
France 

S6 facsimile: 
Fax. No. 

Hyphens Pharma Pte. Ltd 

138 .loo Seng Road, #03-00, Singapore 368361 - 
Singapore 

S6 facsimile: 
Fax. No. 

Ghichir. (Note) 

1- Giay phep kfu hanh san phgrn nay citicrc cap dila tran h6 sd 
Bang k9 da dltdc Cuc Quan ly dt/dc - BO Ytechap nhan. 
This marketing authorize:ion has been issued based on the dossers 
approved by the Drug Admielsirafion et-Vietnam. 

2- Tgt ca cac thay cl6i vg: cd sa san xu5t, ding bao chg, harn 
lifpng, chi 	deu phai dtlqc clang ky lei de' cap gidy 
ptip 
Ad ,-thartges to the manutenturing site, doss go roan. strength, etclientinn, 
etc. are subject to re-rnistnetien for row merkound uthorization. 

3- Mau nhAn da dtiqc duyOt va td hiking din sir dung ducc 
dinh kern then gigy phep nay. 
The apprcvedlabalandpr.rJrage insert are attached. 

Ha Aig'i, ngay 10 thing 10 ndm 2012. 
CLIJC TRU'O'NG CVC QUAN LY [WM 

GENERAL-DIRECT OR OF THE DRUG ADMINISTRATION OF VIE1NAM 

TRUTYNG QUOC CLFO'NG 

\IV 
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CONG TY TNHH 
DUQC HAM VA 

TRANG THIff B1 Y  TE 

WANG DISC 

CONG HOA XA HOT CHU NGHIA VIET NAM 
DOc lap - Tikr do - H#nh phtic 

Ha NOi, ngay 01 thangiinam 2022 

QUYET DINH 
„ Ve vice ban hinh danh inkic 15 thuoc 	ngoai 

c cap giiy ding 14 luu hanh 41 VW Nam - Dot 110.2 

CUC TRU'ONG CUC QUAN LY DU'QC 

Can eir Luat Thrive sa 105/2016/QH13 ngay 06/4/2016; 

Can cit. Nghi dinh sa 75/2017/ND-CP ngay 20/6/2017 cita Chinh pha quy 
clinh chirc nang, nhiem vy, qulen hgn va co eau to chirc cita BO Y te; 

, Can et't Quyet clinh sa 7868/QD-BYT ngay 28/12/2018 ceta 	truang BO Y 
to quy clinh chirc nang, nhiem vy, quyen hgn va co.  cau to chirc eita Cyc Quan lf; 
Duvc thuOc BO Y te; 

Can cif Thong to so 08/2022/TT-BYT ngay 05/9/2022 cita Bo truo-ng BO Y to 
quy ctinh viec clang ky lust hanh thuoc, nguyen lieu lam thuoc; 

Can eft y kiAn eita HOi dOng to vein cap giciy clang k)3 luu hanh thuoc, 
nguyen lieu lam thuoc - BO Y re; 

Theo clA nghi eita Trudng phdng Dang ky thuoc - Cyc Quan ly Ducre. 

QUYET DINH: 

Dieu 1. Ban hanh kern theo Quyet dinh nay danh mvc 15 thu6c mr6c 
ngoai clugc cap giay clang k-ST kru hanh tai Viet Nam - Dgt 110.2, bao gam: 

1. Danh mix 13 thuik nuot ngoai dugc cap gidy clang lcS7 luu hanh hieu 
lue 05 nam - Dot 110.2 (tai Phu lye I kern theo). Cac thuoc tai Danh muc nay có 
so ding lcSi voi ky hieu VN-...-22 va hieu hyc 05 nam ke ttr ngay k9 ban hanh 
Quyet dinh nay. 

2. Danh mkic 02 thuik nu& ngoai dugc cap gidy dang IcS7 km hanh hieu 
1-gc 03 nam - Dot 110.2 (tai Phu lye II kern theo). Cac thuoc tai Danh nave nay 
có so clang 1cy vai ky hieu VN3-...-22 va hieu hrc 03 nam Ice tir ngay 1ky ban 
hanh Quyet dinh nay. 

Dieu 2. Ca sa san xudt va ca soy clang lcSIthu4Sc co trach nhiem: 

1. Cung cap thuoc vao Viet Nam theo &mg cac ho sa tai lieu MI clang lcST 
voi BO Y to va phai in hoc dan so clang kS,  (Aux BO Y to cap len Titan thuoc. 

2. Chdp hanh cid),  du phap 1u4t cua mac CHXHCN Viet Nam va cac quy 
dinh dia. BO Y to ye nh4p khau thuoc va luu hanh thuac tai Viet Nam, neu có bat 
cu thay doi gi trong qua trinh luu hanh thuoc i nu6c so tai va 0 Viet Nam thi 
phai bao cao ngay cho C141C Quan 1y DUN - BO Y to Viet Nam. 



3. Thtrc hien yiec cap nhat tieu chuin chit luting cua thu8c theo quy dinh 
tai Thong to so 11/2018/TT-BYT ngay 04/5/2018 dm BO tnremg BO Y to quy 
dinh ye chat luting thuoc, nguyen lieu lam thu8c. 

4. Cap nhat nhan thWic ya to huong din sir dung thuiSc theo quy dinh tai 
Thong tir 01/2018/TT-BYT ngay 18/01/2018 cna BO truang BO Y to quy dinh 
ghi nhan thuoc, nguyen lieu lam thuoc ya ter huong can sir dung thuoc theo hinh 
thirc thay dOi, bo sung giay clang 14 km hanh thuoc ,quy dinh 	Thong to 
08/2022/TT-BYT ngay 05/9/2022 cfm BO tmerng BO Y to doi yoi thuoc chua cap 
nhat not dung nhan thu8c, to Wrong clan sir dung thu8c theo quy dinh tai Thong 
to 01/2018/TT-BYT ngay 18/01/2018 oh BO tnrong BO Y te, cu the nhu sau: 

a) D8i vOi thu6c thuc danh mix thu8c dOc ya nguyen lieu dOc lam thwic 
theo quy dinh tai Thong to 06/2017/TT-BYT ngay 03/5/2017 dm BO tnremg BO 
Y t6 ve yiec ban hanh danh muc thwic dOc ya nguyen lieu dOc 	thuoc: chi 
dugc 	hanh sau khi cap nhat theo quy dinh tai diem b Khoan 1 Dieu 37 
Thong tir so 01/2018/TT-BYT. 

b) D8i \Teri cac thuoc khac phai thuc hien NT* cap nhat nay trong theri han 
06 thang ke tir ngay dugc cap giiy clang ky luu hanh. 

5. Pho'i hop yoi cac co soy dieu tri de thgc hien theo dung cac quy dinh 
hien hanh ye thuoc ke don, theo doi an toan, hieu qua, tac dung khong mong 
muon cua thuoc teen nguai Viet Nam ya tong hop, bao cao theo quy dinh tai 
Dieu 5 Thong to so 08/2022/TT-BYT ngay 05/9/2022 dm „BO truerng BO Y to 
quy dinh yiec gang km hanh thwic, nguyen lieu lam,thu8c 	\raj cac,thutic 
thuOc Danh 	tai Phu luc II ban hanh kern theo Quyet dinh nay (cac so clang 
ky yoi ky hieu VN3-... -22). 

6. Co sa clang 14 phai dam bao duy tri dieu kien hoat clOng dm co Si clang 
ky trong theri gian hieu lye cua giiy clang 14/ ltru hanh thuoc, nguyen lieu lam 
thuoc. Trong tnremg hop khong con dap img du dieu kien hoat dOng, co so.  Bang 
ky phai có trach nhiem thuc hien thay doi co so.  clang 14/ theo quy dinh tai Thong 
to so 08/2022/TT-BYT ngay 05/9/2022 dm BO tnrong BO Y to trong thoi han 30 
ngay Ice tir ngay co stir clang ky khong con di' dieu kien hoat dOng. 

7. Co stir clang kS/ thu8c phai bao cao BO Y to ve cap nhat tinh tang dap 
ung Thuc hanh tot san xuat cua co so san xuat thuoc, nguyen lieu lam thuoc. 
Tnrerng hop co sec san xuat,bi thu h6i giiy phep san xuat hoc khong clap img 
Thtrc hAnh  tot san xuat thuoc, nguyen lieu lam thuOc a nuac so tai, co so phai 
thkrc hien NI* bao „car) trong theri han 15 ngay ke tir ngay có thong bap oh co 
quan quail IS/co tharn quyen mrac so.  tai theo quy dinh tai diem d khoan 1 Dieu 
100 Nghl,dinh s8 54/2017/ND-CP ngay 08/5/2017 cUa Chinh 	quy dinh chi 
tiet mot so dieu ya bien phap thi hanh Luat Dirge. 

Dieu 3. Quyet clinh co hieu luc ke tir ngay 14/ ban hanh. 

Dieu 4. Giam d8c Sa Y t6 cac tinh, thanh ph'6 true thuOc trung ucmg, giam 



d6c nha san xudt va co. so.  clang IcST có thu6c tai Dieu 1 chin trach nhiem thi hanh 
Quye't dinh nay./. 

Noi ithein: 
- Nhu Dieu 4; 
- BO tnrong (de b/c); 
- TTr. DO Xuan Tuyen (de b/c); 
- Cuc Quan Y - BO Quoc phong, Cuc Y to - BO COn 
an; Cuc Y to GTVT - BO Giao thong van tai; Tong 
Cuc Hai,quan - BO Tai chinh; 
- Bac hiem Xa hOi ViOt Nam; 
- BO Y te: Vu PC, Cuc QLYDCT, Cuc QLKCB, 
Thanh tra BO. 
- ViOn KN thuOc 111, ViOn KN thuOc TP. HCM; 
- Tong Cong ty Dtrcrc VN; Cac Cong ty XNK dugc 
pham; 
- Cac Be'nh vin & Vin co gitrang bOnh trkrc thuOc 
BYT; 
- Cac phang Cuc QLD: QLGT, QLKDD, QLCLT, 
PCTTra, VP Cuc; Website Cuc QLD. 
- Ltru: VT, DKT (10b). 

CIJC TRUasiG 

Vii Tun Ctrong 



Phu Inc I 

DANH MIX 13 THUOC NIXOC NGOAI BOX CAP GUY I)ANG Kit LU U HANH 
TAI VIET NAM IiEU LU'C 5 NAM - DQ'T 110.2 

(Ban hanh kem theo quylt dinh 	.699  /QD-QLD, ngay 01./.11./20.22caa Cyc Quan ly Dttqc) 

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

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

STT 
Hot chit chinh - 

Him hnyng 
Ten thuic Si Dang bao 

the 

Tuii 

th9 
Tien 
chuin 

Quy cach 
dung pH 

ding 14,  

1 Perfectly Progesteron 400mg Vi8n at am 
dao 

36 
thing 

NSX H8p 2 vi x 6 vien VN-23262-22 

2. Cling ty ding 4: Bluepharma- Indastria Farmaceutica, S.A. (D/c: Sao Martinho do Bispo, Coimbra, 
3045-016 - Portugal) 

2.1 Nha san xuat: Bluepharma- Indtistria Farmaceutica, S.A. (Fab. Coimbra) (D/c: Sao Martinho do 

Bispo, Coimbra, 3045-016 - Portugal) 

STT Ten thuic Hot chit chinh - 
Him luvng 

Dang bio 
the 

Tuii 
th9 

Tien 
chilli 

Quy cach 
&nag got 

Si ding 14 

2 Bluti 120 Febuxostat 120mg Vien nen bao 
phim 

24 
thing 

NSX WO 2 vi x 14 vien 
nen bao phim 

VN-23263-22 

3. Cong ty ding 14: Cling ty co plan kinh doanh thwang mO Skyline (D/c: rdng 2, O so 7, Diiy B, LO 
TT06, Khu do thi moi Tay Nam Linh Dam, Plucong Hoang Liet, Quan Hoang Mai, Thanh pho Ha Noi - Viet 
Nam) 

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

STT Ten thuic 
Hoat chit chinh - 

Him hrcrng 
Dang bao 

the 
Tudi 
tilt, 

Tieu 
chuin 

Quy each 
&mg goi 

SO ding 147 

3 Cordamil 40 mg Verapamil 
hydrochloride 40mg 

Vien nen bao 
phim 

24 
thing 

TCCS H8p 3 vi x 10 
vien 

VN-23264-22 

4 Cordamil 80 mg Verapamil 
hydrochloride 80mg 

Vien nen bao 
phim 

48 
thing 

TCCS Hep 3 vi x 10 
vien 

VN-23265-22 

5 Ketoproxin 100 mg Ketoprofen 100mg Vien nen bao 
phim 

24 
thing 

TCCS Hop 2 vi x 10 
vien nen bao 
phim 

VN-23266-22 

6 Ketotifen Helcor 1 mg Ketotifen (clued clang 
Ketotifen hydrogen 
fumarat) lmg 

Vier' nen 24 
thing 

TCCS H(ip 2 vi x 10 
vien 

VN-23267-22 

7 Ramipril-AC 2,5 mg Ramipril 2,5mg Vien nen 24 
thing 

TCCS HO 3 vi x 10 
vien nen 

VN-23268-22 

Trang 1 



4. Cling ty ding 14: Cling ty TNHH Medfatop (D/c: 34C, Duang so 22, Khu ph d 23, Plurang Binh Hung 

Hoa A, Quan Binh Tan, TP. Ho Chi Minh - Viet Nam) 

4.1 Nha sin xuAt: Farmalabor Produtos Farmaceuticos, S.A (D/c: Zona Industrial de Condeixa-a-Nova, 
3150-194 Condeixa-a-Nova - Portugal) 

STT Tin thuAc 
Hot chit chinh - 

Ham prong 
Dang ban 

the 
Tu& 
th9 

Tien 
chuAn 

Quy cach 
clang gel 

SA ding 4 

8 Amiodarona GP Amiodarone 
hydrochloride 200rng 

Vien nen 36 
thing 

TCCS HOp 6 vi x 10 
vien 

VN-23269-22 

5. Cling ty ding 4: Cling ty TNHH mot thinh via An Phat (D/c: 166/42 Thich Quang Dirc, Phuong 04, 

Quein Phti Nhuan, TP. lid Chi Minh - Viet Nam) 

5.1 Nhi sin xuit: Ind-Swift Limited (D/c: Off. NH-21, Village Jawaharpur, Tehsil Derabassi, District SAS 

Nagar (Mohali), Punjab-140507 - India) 

STT Ten thuac Hoat chit chinh - 
Ham luting 

x  TuOi 
till? Dang bag) che SA Tien 

chuin 
Quy cach 
(long gel 

ding 14 

9 Clarie OD Clarithromycin 
500mg 

Vier' nen 'long 
thich keo dai 

48 
thing 

NSX HOp 1 vi x 7 vien VN-23270-22 

6. Cling ty ding k3"/: COng ty TNHH Thtrorng in#i Nam DOng (D/c: S6 nha 2, ngo 164/117, phi; Vuang Thira 
Vu, P. Klutung Trung, qu 'an Thanh Xman, Ha NQi - Viet Nam) 

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

STT Ten thaw 
Hog chit chinh - 

Ham lmyng 
Dang blo che' 

u, T Ai 
thQ 

Tien 
chitin 

Quy cach 
ding goi 

SA ding 14F 

10 Mirzaten 15 mg Mirtazapine 15mg Vial nen phan 
tan trong mieng 

60 
thing 

NSX HOp 3 vi x 10 
vien 

VN-23271-22 

7. Cling ty ding kf: COng ty TNHH TM Dirge phim Vin Ho (D/c: 16/38 ngo Lenh Cu, Kham Thien, 

phuang Thd Quan, quein Ddng Da, Ha Ndi - Viet Nam) 

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

STT Ten thuAc 
Hot chit chinh - 

Ham ltryng 
Dang bao 

the 
TuAi 
th9 

Tien 
chuin 

Quy cach 
clang goi 

SO ding 14 

11 Flucogen 200 Fluconazol 200mg Vien nang 
cimg 

36 
thing 

TCCS Vi nhom - PVC. HOp 
10 vien nang cimg 

VN-23272-22 

12 Metrogen 400 Metronidazole 
400mg 

Vial nen bao 
phim 

36 
thing 

TCCS HOp 2 vi x 10 vien VN-23273-22 

8. Ong ty ding 14: Hyphens Pharma Pte. Ltd (D/c: 16 Tai Sang Street, #04-01, Singapore 534138 -
Singapore) 

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

STT Ten thulic 
Hot chit chinh - 

Ham luvng 
D9ng bao 

the 
Tali 
tip? 

Tieu 
chuan 

Quy cach 
(long goi 

SA ding ks,  

13 Dotarem Acid gadoteric 
27,932g/100mL 

Dung dich 
turn 

36 
thing 

NSX flOp 1 19 10 ml VN-23274-22 

Trang 2 



Phu luc II 

DANH MVC 02 THUOC NU'OC NGOAI DLIQC CAP GIAY BANG K1? LIJ'U HANH 
TAI VItT NAM HItU WC 3 NAM - DOT 110.2 

(Ban hanh kem theo quye't ctinh s 	699  /QD-QLD, ngety 01./.1.112.422ctia Cuc Quart ly Duvr) 

1. Cling ty clang 4: Abbott Laboratories (Singapore) Private Limited (D/c: 3 Fraser Street, #23-28 Duo 

Tower, Singapore 189352 - Singapore) 

1.1 Nhil san xult: Naari Pharma Private Limited (D/c: Plot No. 14-16, 55-57, Sector-5, ITF,  Pantnagar, 

Rudrapur-263153, Dist. -Udham Singh Nagar, Uttarakhand - India) 

STT Ten thtfOc 
Ho3t chit chinh - 

Him lam 
Dang bio 

the 

z. Tuot 
th9 

Tien 
chuin 

Quy cich 
dong goi 

SO ding ks,  

1 Dienosis Dienogest 2mg VI& nen 36 
thang 

NSX H(ip 2 vi, 6 vi, 
12 vi x 14 vien 

VN3-421-22 

2. Cling ty clang 4: Dr. Reddy's Laboratories Ltd. (D/c: 8-2-337, Road No.3, Banjara Hills, Hyderabad-

500034, Telangana - India) 

2.1 Nha san xuAt: DR. REDDY'S LABORATORIES LIMITED (D/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) 

STT Ten thutic 
Hoat chit chinh - 

Him hrtmg 
Di,ng bao 

the th9 
Tut4 Tien 

chuin 
Quy cich 
(long goi 

SO gang ky 

2 Sevelamer carbonate 
tablets 800mg 

Sevelamer carbonate 
800mg 

Vien nen bao 
phim 

24 
thang 

NSX I chai china 
270 vial 

VN3-422-22 
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