CONG TY TNHH THUONG MAI.  CONG HOA XA HOI CHU NGHIA VIET NAM
DUQC PHAM PAN THANH Doc lap — Ty do — Hanh phiic
S6: 379/2023/CV-DT
“V/v thay doi tén Nha san xudt”

Ip. HCM, ngay 12 thang 10 ndam 2023

Kinh giti: SO Y TE TINH PONG NAI

Céng ty TNHH TM Dwgc Pham Dan Thanh, dia chi tru so tai: 02-04 L6 L, Puong 56 7,
KDC Phii My, P. Phii My, Qudn 7, TP.HCM, 1a nha phan phdi san phim Rupafin 10mg tai
Viét Nam chan thanh cam on Quy Bénh vién vé sy tin nhiém st dung san pham cua cong ty
ching t6i trong viéc diéu tri cho bénh nhan trong thoi gian qua, thong tin san phim nhu sau:

e Tén thwong mai: Rupafin

e Hoat chit: : Rupatadin (duéi dang Rupatadine fumarate)

e Ham lwong : 10mg '

e Don vi tinh: Vién

e Nha san xuét: J.Uriach & Cia., S.A >/ CONG TY
] TNHH

e Nuwéc san xuat: Tdy Ban Nha

~ A ‘A ,
e Dang bao che: Vién nén

e Quy cach dong géi: Hop/ 1 vi x 10 vién.

* S6 ding ky la: VN-19193-15 (gia han sb dang ky theo cong vin 62/QD-QLD ngiy
08/02/2023 dén 31/12/2024 va sb diang ky gia han 840110076423).

Cong ty ching t6i tham gia Géi thau: “Géi thau sé 01: Thube generic” thudc Ké hoach
lua chon nha thiau mua thube, dwoe liéu, vi thude cb truyén sir dung tai cac co s& y té trén
dia ban tinh Dong Nai nim 2023 - 2024 va trang thiu theo quyét dinh s 1572/QD-SYT ngay
16/12/2022 tai S& Y Té Tinh Pdng Nai.

Theo thong tw 15/2019/TT-BYT ngay 11/07/2019 tai diém a muc 6 diéu 37 thi:

Trudng hop thude du thiu c6 thay déi trong qua trinh Iya chon nha thau hodc cung g
thudc trang thau nhung thudc thay thé chua duge chao trong hd so du thau, chu diu thu dugce
xem x¢ét dé nha thau thay thé thuéc nhdm dam bao cung g du thude phuc vu kip thdi cong tac

kham bénh, chita bénh cua don vi, cu thé :
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a. Thay dbi lién quan dén tén thudc; tén nha may san xuat; quy cach dong goi trong qua
trinh luu hanh nhung sé gidy ding ky Iuu hanh hodc gidy phép nhap khau khong thay déi;

Va theo quy dinh tai diém ¢ muc 6 dié¢u 38 Théng tw 08/2022/TT-BYT ngay 05/09/2023
quy dinh viéc ding ky luu hanh thude va nguyén liéu lam thudc, cac thay déi chi yéu cau thong
bdo (bao gém thay ddi tén va ghi lai dia chi ciia nha san xut) sé dugc phép thuc hién sau khi
nop hd so téi Cuc Quan ly Duge ma khong cdn Cuc Quan 1y Duge phai phic dap riéng tirng
cong vin thay doi.

Thong béo vé viée thay dbi nay da duoc guri dén Cuc Quan 1y Duge voi ma tiép nhan
5430/TT91 ngay 16/05/2023 va duge cong bb trén Cong dir liéu cia Cuc Quan ly Duoec.

Thong tin vé viéc thay dbi tén va ghi lai dia chi Nha san xuét nhu sau:

Néi dung Thong tin Thong tin
thay doi trwéc thay doi sau thay déi
Tén NSX J.Uriach and Cia., S.A. Noucor Health, S.A.
Avda. Cami Reial, 51-57 08184- Avinguda Cami Reial, 51-57 08184
Pia chi Palau-Solita i Plegamans, Barcelona | Palau- Solita i Plegamans (Barcelona)
— T4y Ban Nha — T4y Ban Nha é‘

Chung t6i ciing xin dinh kém anh chup man hinh két qua tra ctru thong tin cong bd thay, . |

d6i tén va dia chi nha san xudt trén website cua Cuc Quan 1y DuodH A
: =2 \‘\
hitp://dichvucong.dav.gov.vn/congbothuoc/index tai trang sau va cac tai liéu da dugc thay d(")fr\\“\

tén nha san xuat dé Quy Bénh vién tham khéo.
Chiing t6i xin théng bao dé Quy Bénh vién dugc biét va cap nhat vé thong tin hién hanh
cua san phém tai Viét Nam.

Chung t6i xin chan thanh cam on!

Dai Dién Cong Ty
Giam Péec
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S.a.)), dia chi Avinguda Cami Reial, 51-57 08184- Palau- Solita i Plegamans, Barcelona, Tdy Ban
Nha, 13 nha san xuét ctia san pham liét ké dudi day.

Barcelona, ngay 24 thang 01 ndm 2023

Sau diy iy quyén cho cong ty:
Hyphens Pharma Pte. Ltd
16 Tai Seng Street, #04-01 Singapore (534138), Singapore

La nha tiép thi, cung cAp, phan phéi doc quyén va dai dién cho céc san phim sau d4y cia cong ty
ching t6i tai Viét Nam:

STT | Tén sin phim Thanh phan
1 RUPAFIN, vién nén M&i vién nén chira
Hop 1 vix 10 vién Rupatadine (dudi dang Rupatadine fumaratc) 10mg

Noucor Health, S.A. ciing nhu Hyphens Pharma Pte. Ltd. s€ chiu trach nhi¢m hoan toan vé viée
dam bao chét luong va ngudn gbc ciia nhimg san phim nay tai Viét Nam.

Thu uy quyén nay c6 gia tri dén ngay 31/12/2024

Kinh thr,

Ngay 24/01/2023 Ngay 20/02/2023

NOUCOR HEALTH S.A. HYPHENS PHARMA PTE. LTD
(Pi ky & ddng déu) (P ky va déng diu)

Montserat Chavalera Maldonado Lim See Wah

Dai dién phép ly Giam dbc



LOI CHUNG CUA CONG CHUNG VIEN

Hom nay, ngay 14 thang 09 nam 2023.
(Ngay mudi bon, thang chin, nim hai nghin khong trim hai muoi ba )
Tai tru s& Vin phong Coéng ching Lai Khénh; Dia chi tai: A4 — TT19 KDT Vén Quan,
Yén Phic, Phuong Phuc La, Quian Ha Dong, TP Ha Nai.
Tbi, cdng chirg vién, trong pham vi trach nhiém ciia minh theo quy dinh cta phép luat.
CHUNG NHAN:
- Ban dich nay do 6ng Truong D¢ Hai, cong tac vién phién dich ctia Vin phong Cong
chirng Lai Khanh, Thanh phé Ha Noi dich tir tiéng Anh sang tiéng Viét ;
- Chit ky trong bén dich ding 14 chir ky ctia Ong Truong Duc Hai;
- Noi dung ban dich chinh x4c, khéng vi pham phép ludt, khong trai dao dirc xa hoi;
- Vin ban cong ching nay dugc lap thanh ( 02) ban chinh, mdi ban gbm 02 to, 0
luu 01 ban tai Van phong Cong chimg Lai Khanh, Thanh ph6 Ha Noi.

Sé cong chimg : 2819 Quyénsdé 01/2023 TP/CC-SCC/BD.
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NOUCOR

Together for Health
In Barcelona, on the 24™ of January 2023

LETTER OF AUTHORISATION

Dear Sirs/ Madams,

We, Noucor Health, S.A. (formerly J. Uriach y Compa#ia SA (J. Uriach and Cia, 5.A.)), located at Avinguda
Camf Reial, 51-57 08184~ Palau- Solita i Plegamans, Barcelona, Spain, as the Manufacturer of the product
listed below.

Do hereby nominate and appoint
Hyphens Pharma Pte.Ltd
Address: 16 Tai Seng Street, #04-01 Singapore (534138), Singapore

is the exclusive marketing, supplier, distributor and representative for our foilowing product in Vietnam:

No Product Strength
1 RUPAFIN, tablets Each tablet contains Rupatadine (as
Box of 1 blister x 10 tablets Rupatadine fumarate) 10mg

Noucor Health, S.A. as well as Hyphens Pharma Pte.Ltd are fully responsible for ensuring the quality,
origin of such product in Vietnam.

This Letter of Authorisation shall be valid until: 31 December 2024.

Yours faithfully,

(U e 1’:‘ e T
Date: January 24%, 2023 Date: S =
NOUCOR HEALTH, S.A. HYPHENS P LTD
' MAETR TR ARMA PTE. LT
i GO, REG MO.: 1086501740
s % 18 TAl SENG STREZT, #24-01
A s N i SINGAPORE (5341538)
— FEL: (65) 6338 B551 FAX: (65) 6338 8!
Montserrat Chavalera Maldonado Li;n See Wah
Legal Representative Managing Director
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¥ Ky béni: Cuc Quin
! \ Co quaz: IBGY{#. . R 5 3 A 3 = L =
%@; I BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGQC Poc 1ap - Tw do - Hanh phic

So 9468 /QLD CL Ha Néi, ngay2l thding09 nam 2023

- S&'Y t€ céc tinh, thanh phé truc thuc Trung wong;
- Céc co s¢ ding ky, san xuat, kinh doanh thuéc nuéc ngoa.

Cén cir Nghi dinh 54/2017/ND-CP ngay 08 thang 5 nim 2017 ctia Chinh phu
quy dinh chi tiét mot sb diéu va bién phép thi hanh Luft Duoc;

Cén cr Nghi dinh 155/2018/ND-CP ngay 12 thang 11 ndm 2018 cia Chinh
pht sira d6i, bé sung mét sb quy dinh lién quan dén diéu kién dau tu kinh doanh
thudc pham vi quén 1y nha nuéc cia Bo Y té;

Can ctt Thong tu sb 35/2018/TT-BYT ngay 22/11/2018 cta B6 truéng Bo Y
té quy dinh vé& Thuc hanh tét sin xuft thudc, nguyén liéu lam thuée;

Cén ctr Thong tir s6 12/2022/TT-BYT ngay 21/1 1/2022 cta B§ truéng B Y
té sira ddi, bd sung va bai bé mét so Diéu cta Théng tu s6 35/2018/TT- BYT ngay
22/11/2018 cia Bo truong Bo Y té quy dinh v& Thuc hanh tt san xuét thubc,
nguyén liéu lam thudc,

Cuc Quaén ly Dugc théng bio:

1. Két qua danh gia dép tng thuc hanh tt san xuét cia co sé sén xuét thude,
nguyén liéu lam thubc tai nuéc ngoai (GMP) Dot 30 tai:

- Phu luc 1: Danh sach co sor san xuét thudc, nguyén liéu lam thude tai nude
ngoai dap ung Thuc hanh tbt san xuét thubc (GMP) - Dot 30;

- Phu luc 2: Danh sich co s& san xuit thude, nguyén lidu lam thudc tai nude
ngoai dap tmg Thuc hanh t6t san xut thudc (GMP) dugc didu chinh néi dung da
cong bé tir Dot 1 dén Dot 29;

- Phu luc 3: Danh sach h so dé _nghi danh gia dap tmg GMP cua cic co s¢
san xuét thude, nguyén liéu lam thudc can bd sung, giai trinh - Dot 30;

Céc doanh ‘nghi€p cén cir nfi dung can bd sung, g1a1 tnnh tai danh sach trén
dé giri van thu bd sung, giai trinh vé Cuc Quan ly Duoc d tiép tuc duoc xem xét,
cong bd.

2. Céac Phu lyc 1, Phy lyc 2, Phy lyc 3 trén va Danh sach cip nhét céc C0 s
san xuét thudc, nguyén liéu lam thudc tai nudc ngoai dap tmg Thuc hanh tét san
xuét thuée (GMP) tir Dot 1 dén Dot 30 dugc déng tai trén trang thong tin dién tir
cia Cuc Quan ly Dugc - http://dav.gov.vn - Muc Thuc hanh tét GXP. Cac danh
sach duoc cong bd theo dinh dang PDF va Excel dé cac co s& thuan loi trong tra
ctru. S&'Y té céc tinh, thanh pho truc thude Trung u'o'ng, Cac co s y té cong lap su
dung céc danh sich tai Phu luc 1 va Phy luc 2 ctia cac dot cong bd dé xét cac g0oi
thau thudc theo dung quy dinh ctia Thong tw 15/2019/TT-BYT ctia B truong Bo Y



té vé huéng din déu thiu thudc tai céc co s& y t€ va cac quy dinh clia Ludt Déu
thau.

3. Co s& san xuét, dang ky kinh doanh thubc khi ndp hd so d@ nghi danh gia
dap mg GMP cua co s¢ san xuét thudc, nguyén lidu 1am thudc tai mréc ngoai theo
quy dinh tai Nghi dinh s6 54/2017/ND-CP, nop kém thém cac Gidy chimg nhan
GMP, Bao cao thanh tra theo tiéu chuin EU-GMP, PIC/s-GMP hoic twong duong
(néu c6) dé duoc danh gia, cong bd dap tng cac tidu chuén nay.

Céc co so san xut, ding ky, kinh doanh thuéc da ndp hd so d nghi danh gia
dap tng GMP cua co s¢ san xuét thudc, nguyén liéu lam thudc tai nudc ngoai dé
dang ky thudc, nguyén liéu lam thudc hodc dé phan nhém thudc theo cac tiéu chi
k§ thudt quy dinh trong Thong tu 15/2019/TT-BYT ngay 11/7/2019 cia B¢ trudng
B6 Y té quy dinh viéc d4u thau thubc tai cic co so y té cong lap; Thong tu
06/2023/TT-BYT ngay 12/3/2023 cua Bo trudng Bo Y té stra d6i, bo sung mot s6
diéu ciia Thong tu 15/2019/TT-BYT ngay 11/7/2019 quy dinh vigc d4u thau thude
tai cac co so y té cong lap nhung chua duoc cong b trong dot nay, Cuc Quan ly
Duoc dang tién hanh danh gi4 va s& tiép tuc cong bd trong nhitng dot tiép theo.

Céc co so san xuét, dang ky, kinh doanh thubc phai ra soat, kip thoi cap nhat
tinh trang dap ung GMP cua co s¢ san Xuét thuoc nguyén liu lam thude nudc
ngoai theo ding quy dinh tai diém d, khoan 1 Piéu 100 Nghi dinh 56 54/2017/ND-
CP ngay 08/5/2017; Iuu y i véi cac co s san xudt nude ngodi c6 Gidy ching
nhin GMP dugc gia han hiéu luc theo chinh sach trong giai doan dich Covid-19
cua co quan quan ly dugce cac nudc.

Cuc Quan 1y Dugc thong béo dé cac don vi biét va thuc hién /.

Noi nhén: KT. CUC TRUONG

- Nhu trén;
- Cyc trusbrg V& Tudn Cudmg (@ bie): - PHO gue TRUONG

Cuc Quan Y - Bd Quéc phong;
Cuc Y té - Bd Cong an;
Cuc Y té GTVT - Bo Giao théng vén tai;
Céc bénh vién truc thude Bd Y té;
-Website Cuc Quan ly Dugc;
Phong Ping ky thudc, Quan Iy gia thude (dé p."hOp),
Luu: VT, CL.

] 1 1 1 1 1 1
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