BOY TE CONG HOA XA HQI CHU NGHiA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tw do - Hanh phic
S6: 7879¢/QLD-BDK Ha Noi, ngay 14 thang 05 nam 2021
V/v duy tri hiéu lyc gidy
dang ky luu hanh

Kinh gti: C()ng ty TNHH United Internati onal Pharma

Diachi:  S6 16 VSIP II, Pudng sé 7, KCN Viét Nam - Singapore II, Khu
lién hop CN- DV DT Binh Duong, P. Hoa Phu, TP. Thu Dau
Mot, Binh Duong

Cuc Quan ly Dugc nhan dugce don dé nghi ngay 28/01/2021 va cac tai liéu
lién quan cua Cong ty vé viéc duy tri hiéu luc gidy ding ky luu hanh d6i voi
thudc Cedlin, sé dang ky VD-19743-13 do Coéng ty ding ky (M4 tiép nhan:
49381/TT88);

Can ctr Thong tu sb 32/2018/TT- BYT ngay 12/11/2018 cua Bo trudng Bo
Y té quy dinh viéc ding ky lru hanh thude, nguyén liéu lam thudc;

Cén cu Thong tu s6 29/2020/TT-BYT ngay 31/12/2020 cua B6 truéng Bo
Y té sua d6i, bd sung vabai bé mot sé vin ban quy pham phép luat do Bo trudng
B Y té ban hanh lién tich ban hanh;

Cuc Quan Iy Dugc c6 ¥ kién nhu sau:

1. Déng y dé cong ty dugc tiép tuc duy tri hiéu lyc gidy ding ky Ivu hanh
12 thang ké tir ngay ky cOng van nay doi véi thudc Ceelin, s6 dang ky
VD-19743-13.

2. Thudc duge phép san xuat trong thoi han duy tri hiéu luc gidy dang ky
lwu hanh phai thyc hién theo ding hd so ding ky da dugc Bo Y te (Cuc Quan ly
Dugc) phé duyet vaduogc phép luu hanh dén het han dung cta thudc. Co sé dang
Ky, co s& san Xuat phai dam bao duy tri c&c diéu kién hoat dong cua co so ding
ky, co s& san xuét theo quy dinh.

3. Trong thoi han hiéu Iyc duy tri cia gidy dang ky Iuu hanh cii maco s¢
dang ky duogc giahan glay dang ky Iuu hanh méi thi hiéu luc gidy dang ky luu
hanh cii duoc tlep tuc ¢0 hiéu luc dong thoi voi glay dang ky lIvu hanh maéi trong
06 thang ké tir ngay gidy dang ky luu hanh méi c6 hiéu luc.

Cuc Quén ly Dugc thong bao dé cong ty biét va thuc hién theo ding céc
quy dinh hién hanh vé san xut va luu hanh thudc./.

Noi nhin: KT. CUC TRUONG
- Nhu trén; i PHO CUC TRUONG
- Cuc Trudng (dé b/c);

- Luu: VT, DK (TN). SO
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Nguyén Thanh LAm



BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tw do - Hanh phiic
$é: 1166 /QLD-PK Ha Noi, ngay 40 thdng ) nam 2020
V/v duy tri hiéu lue gidy dang ky
luu hanh

Kinh giri: ~ Cong ty TNHH United International Pharma

Piachi:  Sb 16 VSIP II, Budng s6 7, KCN Viét Nam -
Singapore 11, Khu lién hop CN-DV-DT Binh Duong, P.
Hoa Phu, TP. Thi Dau Mét, Binh Duong

Cuc Quan ly Dugc nhan duge don dé nghi ngay 18/10/2019 cua cong ty vé
viée duy tri hidu luc gidy déng ky luu hanh do Cong ty TNHH United International
Pharma ding ky/ san xuét (Ma tiép nhan: 5334/TT88);

Can ctt Thong tu sb 32/2018/TT-BYT ngay 12/11/2018 cua Bo truong Bo
Y té quy dinh viéc dang ky Iuu hanh thude, nguyén liéu lam thude;

Cuc Quan ly Dugc co y kién nhu sau:

1 Dong y dé cong ty dugc tiép tuc duy tri hidu luc glay dang ky luu hanh
12 thang ké tir ngay ky cong vin nay dbi vai thude Ceelin, so ding ky VD-19743-
13.

2. Thudc duoc phép san xuat trong thoi han duy tri hiéu luc gidy dang ky
luu hanh phai dugc thuc hién theo dung hé so dang ky da dugc Bo Y té (Cuc
Quan ly Dugc) phé duyét va dugc phép luu hanh dén hét han dung cta thubc. Co
so dang ky, co s& san xuat phai dam bao duy tri cac diéu kién hoat déng cda co
s¢ dang ky, co so san xuét theo quy dinh.

3. Trong thoi han higu lyc duy tri cua gidy dang ky luu hanh cli ma co so
dang ky dugc gia han gidy ding ky luu hanh mai thi hiéu luc gidy ding ky luu
hanh ¢t duge tiép tuc co higu lue dong thoi voi gidy dang ky luu hanh méi trong
06 thang ké tlr ngay gidy dang ky lwu hanh méi ¢6 hiéu luc.

Cuc Quan ly Dugce thong bao dé cong ty biét va thuc hién theo ding cac
quy dinh hién hanh vé& san xuat va luu hanh thude./.

Noi nhin: KT CucC TRUONG
- Nhur trén; ' 'L;QUC TRUONG

- Cuc trudng (dé b/c);
- Luu: VT, BPKT (TN).

N ,-_;-Nguyen Thanh Lam




BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY bUQC Doc lap — Tu do — Hanh phic

So: L2066 /QLD-BK Ha Noi, ngay o« thang /) nam 2018
V/v duy tri hiéu luc s6 dang ky

Kinh guri:  Cong ty TNHH United International Pharma
Dia chi: 6 16 VSIP I, dieong s6 7, KCN Viét Nam —
Singapore I, P. Hoa Phu, TP. Thu Ddau Mot, Tinh
Binh Dirong.

Cuc Quan ly Dugc nhan duge cong van so 553/UIP-2018 dé ngay
27/08/2018 cua cong ty ve viée dé nghi duy tri hiéu luc sO dang ky dbi voi thude
dang ky lai do cong ty ding ky va san xuét.

Cén ct Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua Bo Y té quy
dinh viéc diang ky thudc; cin ctr cong van sé 1902/BYT-QLD ngay 13/04/2017
ctia BO Y té vé viéc hudng dan trién khai Nghi quyét s6 30/NQ-CP ctia Chinh
phu,

Cuc Quan ly Duoc ¢6 y kién nhu sau:

1. Dong ¥ duy tri hiéu luc sb dang ky thudc trong thoi han 12 thang ké tir
ngay ky cong vin duy tri hiéu luc sb dang ky déi v6i thude Ceelin (SBK: VD-
19743-13).

Thude dugc phép san xudt trong thoi gian duy tri hiéu luc s dang ky phai
thue hién theo dung ho so da duoc B Y té (Cuc Quan ly Duogc) phé duyét va
dugc phép luu hanh dén hét han ding cta thude.

2. Truong hop thude duge cép sb dang ky moi trong thoi han duy tri hiéu
luc s6 dang ky cii, co s& dang ky san xuat, luu hanh thude phai san xuét, luu hanh
thude theo dang s6 ky méi ké tir ngay dugc cap.

Cuc Quan ly dugce thong bao dé cong ty biét va thuc hién theo ding cac quy
dinh hién hanh vé san xuét va luu hanh thude./.

Noi nhén: KT. CUC TRUONG
- T(\‘lg:él ltlflfg;lg Vii Tuan Cuong (dé blc); EHO CUC TRUONG

-SYT Binh Duong (dé p/h);
- Luu: VT, BKT (TN).




BOYTE

MINISTRY OF HEALTH
CUC QUAN LY DUQC
DRUG ADMINISTRATION OF VIETNAM

138A Giang V6 - Ha N6i - Viét Nam
Tel: 84.4.37366483/38464413 - Fax: 84.438234758

CONG HOA XA HQI CHU NGHIA VIET NAM
SOCIALIST REPUBLIC OF VIETNAM

Doc lap - Tw do - Hanh phic

Independence - Freedom - Happiness

GIAY PHEP LUU HANH SAN PHAM

Tén thube
Name of Drug:

Thanh phan chinh, ham lwong
Active Ingredients, Strength:

Qui cach dong géi, bao ché
Packing Size, Dosage form:

MARKETING AUTHORIZATION

Ceelin
Vitamin C 100 mg/5 mi

Hop 1 chai x 30 mi, 60 mi, 120 ml; Siro

Tiéu chuén chét lwgng TOES

Quality Specification:

Han dung 24 thang

Shelf- life:

S6 gidy phép iuu hanh san pham (SPK): VD-19743-13

Marketing Authonzation Number:

Sb quyét dinh 240/QP-QLD Ngay cap: 10/9/2013

Approval Decision Number:

Date of Issuance:

Hiéu lirc cla gidy phép Iwu hanh san pham: co gia tri 05 nam ké tlr ngay cap

Expiration Date of this Marketing Authonization:

Tén co s& dang ky

Name of Marketing Authorization Hofder

Pia chi
Address:

Tén co s& san xuat
Name of Manufacturer:
Pia chi
Address:

Tén co s¢ dong goi
Name of Assembler
Dia chi

Address.

Ghi chu: (Note)

1- Gidy phép lwu hanh sé&n pham nay dwoc cép theo ding hoé so’gx :
dang ky thudc da duoc B Y té phé duyét

This marketing authorization has been issued in accordance with the dossier
approved by the Vietnam Ministry of Health

2- B4t ct sy thay doi ndo vé& ndi dung clia gidy phép phéi duoc
Cuc Quan ly dwgc - Bd Y té xac nhan.

Cong ty TNHH United International Pharma

S6 16 VSIP II, dwdng sb 7, Khu céng nghiép Viét Nam-Singapore -
I, Khu iién hep Céng nghiép-Dich vy-Bo thj Binh Dwong, phwong
Hoa Phu, Tp. Thi Dau Mét, tinh Binh Dwong - Viét Nam

Cong ty TNHH United International Pharma

S6 16 VSIP I, dwong sb 7, Khu céng nghiép Viét Nam-Singapore
I, Khu lién hgp Coéng nghiép-Dich vy-D6 thi Binh Dwong, phwéng
Hoa Pha, Tp. Tha Dau Mét, tinh Binh Dwong - Viét Nam

Ha N¢i, ngay 10 thang 9 nam 2013,

CUC TRUWONG CYC QUAN LY DUQC
GENERAL-D hgggm«as THE DRUG ADMINISTRATION OF VIETNAM

Ve RN

TRUONG QUOC CUONG

Any variations of the contents of the marketing authorization are required to be

adopted by the Drug Administration of Vietham
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