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UBND TINH KIEN GIANG  CONG HOA XA HOQI CHU NGHIA VIET NAM
SOYTE Poc 1ap — Tw do — Hanh phic

Sé: 646 /SYT-NVYD Kién Giang, ngay 04 thing 03 nim 2024

V/v didu chinh théng tin tring
thau.

Kinh gui: )
- Cac don vi su nghiép truc thuéc SO Y te;
- Bénh vién Pa khoa tu nhan Binh An;
- Bénh x4 Cong an tinh;
- Cong ty C6 phan Dugc pham Thiét bi Y té Ha
Noi
(S6 2, Phé Hang Bai, Phuong Trang Tién, Qudn
Hocan Kiém, Tp. Ha Néi);

Can ctr Thong tu 15/2019/TT-BYT ngay 11/7/2019 ctia Bo Y té vé viéc
dau thau thudc tai céc co s& y té cong lap duoc sira ddi bd sung mot s6 diéu tai
Théng tu 06/2023/TT-BYT ngay 12/3/2023 ciia BO Y té;

Can ctr Quyét dinh s6 958/QD-SYT ngay 04/7/2023 clia S& Y té vé viéc
phé duyét két qua lua chon nha thau g6i thau thudc Generic thudc ké hoach lua
chon nha thau cung cip thude tap trung tinh Kién Giang dbi véi cac mat hang
thubc phét sinh nhu céu sir dung.

Trén co s& dé nghi ciia Cong ty C6 phan Duoc phdm Thiét bi Y té Ha Noi
tai Cong van s6 164/CV/2024/HPC-HCM ngay 19/202/2024 vé& viéc Thay déi

dia chi co so san xuat (dinh kem).




S& Y té thong bao dén cac don

thau nhu sau:

2

vi viéc didu chinh théng tin thudc tring

Tén
thuéc/ Bon S 6
TT Mif Tin hgat vi dang Ui df Srime CSSX thay dbi
thuoc | chat, nong | . ; thau
« 3s tinh ky
dg, ham
lwong
Inventia Healthcare Inventia Healthcare
Limited (Pia chi: Limited (Dia chi: F1-
S VN- | FI-F1/1, Additional | FI/I-F75/1, Additional
1 | N2012 Gliclazid: Vién | 21429- | Ambernath M.L.D.C. | Ambernath M.1.D.C.,
30m i 18 Ambernath (East), Ambernath (East),
& Thane 421 506, Thane 421506,
Mabharashtra State) | Maharashtra State

958/QD-SYT ngay 04/7/2023 cua S6 Y té gilt nguyén khong thay doi.

S& Y té thong béo dén cac don vi dugc biét va thuc hién./. ~Gg

Noi nhan:
- Nhu trén;
- GP va cac PGD SYT;

- Kho bac nha nudc tinh;
- BHXH tinh;

- Trang thong tin dién tor SYT;

- VPBT SYT;
- Luu: VT, NVYD; lvminh (02).
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Céc ndi dung khac lién quan dén thudc tring thau tai Quyét dinh s6 °



CONG TY CO PHAN DUQC PHAM CONG HOA XA HQI CHU NGHIA VIET NAM

THIET BI Y TE HA NOQI Poc Lap - Tw Do - Hanh Phiic
sb:/16% /CV/2024/HPC-HCM Tp. H6 Chi Minh, ngay 19 thang 02 nam 2024
e va Ihay do; dla chi co s& san xuét
2 o8B SO ..Kinh giri: S& Y Té Tinh Kién Giang
DEN. Nghy Q( ( / 7 j 2 <. Cac Pon Vi True Thude S& Y Té Tinh Kién Giang

.‘ (Sau day goi la Quy khach hang)
8 Em\ B Dzeesersssssssanssansassssarerss
-_'j_c_ar‘xg-ryca'}?ﬁan Duoc Phdm Thiét B Y t& Ha Nbi xin chan thanh cam on Quy Khach hang da
hop tic v6i Cong ty ching t6i trong thdi gian vira qua.
Quyét dinh s 958/QP-SYT ngay 04 thang 07 nim 2023 cta Gidm dc S& Y Té Tinh Kién
Giang v& viéc phé duyét két qua Iua chon nha thiu géi thiu thubc generic thuge ké hoach Iua chon
nha thiu cung cép thudc tip trung tinh Kién Giang dbi v&i cdc mit hang thudc phat sinh nhu cau
sir dung.
Céng ty ching t6i xin théng bao dén Quy Khéch hang vé viéc thay ddi cach ghi dia chi co s& san
xuét thuc Gly4par 30 (Sé dang ky: VN-21429-18; CSSX: Inventia Healthcare Limited -An D9)

nhu sau:
Dia chi co s¢ san xuit trén Gidy phép lwu hanh | Dja chi co s& san xuét dwoc duyét thay dbi
san pham (dia chi cii) (dia chi mé1i)
F1-F1/1, Additional Ambernath M.L.D.C. F1-F1/1-F75/1, Additional Ambernath
Ambernath (East), Thane 421 506, Maharashtra M.LD.C., Ambernath (East), Thane 421506,
State Maharashtra State R TR
A 01@235
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Dia chi co s& san xudt trén DAV cdp nhat ngay 27/06/2023 theo thay dbi thong béo da ndp (ph%‘é'/ CHI NHAN
3

33 BANG KY QUYET DINH/CAONG VAN PHE QUYET

VN- Glydper 30 Gliclazid 30mg 748/1/Q 26/10/2018 Vién nén H&p 3 vi NSX 24

21429- 30mg QLD phéng X 10 vi&n thing
18 thich kéo

dai

x@idmﬂiﬂf{ﬁ,ﬁﬁg-. I Teeegundaduet | Toangtin de nghi thay 43;, b5 sung

F1-F1/1-F75/1, Additional Ambernath MJ.D.C.,
Ambernath {East), Thane 4215C%, Maharashtra
State

F1-F1/1. Additional Ambernath M.1.D.C. Ambemath

a chi $3n xu3t i ?
B8 cie sin (Easty, Thane 421 506, Maharashtra State

Thay dbi nay 1a thay ddi cach ghi dia chi nha san xudt (dia diém khong thay dbi) va dugc ndp
dén Cuc Quan ly Dugc theo dang thay dbi thong bao, phan loai MiV-N9 theo quy dinh Théng tu
ding ky thudc 08/2022/TT-BYT. Theo d6, Cuc Quéan ly Duogc s& “Cong bo trén trang thong tin
dién tir cua Cuc Quan Iy Dugc ngi dung thay doi, bé sung gidy dang ky luu hanh thude, nguyén

1



&

liéu lam thu;fc doi véi thay doi nhé chi yéu cau théng bdo (Notification)” theo quy dinh diém b,
khoan 2, Di€u 34 Thong tu 08/2022/TT-BYT. : : : 5

No&i dung thay doi cach ghi dia chi co s& san xuat thuoc (dia diém san xuit khong thay doi) dugce
chép thuan Theo Khoan 24 Piéu 1 théng tu 06/2023/TT-BYT ngay 12/3/2023 vé viéc sira ddi
khoan 6 Diéu 37 Thong tu 15/2019/TT-BYT ngay 11/7/2019 huéng din vé viéc chu diu tu dugc
xem xét dé nha thiu thay thé thubc phuc vu kip thdi cong tic khdm bénh, chira bénh, cu thé:

a) Thay ddi mot hodic mot sb thong tin lién quan dén thudc (bao gdm ca thudc biét duge gde va sinh
pham tham chiéu) nhung khéng thay déi s6 gidy ddng ky luu hanh hodc sb gidy phép nhap khdu bao
gbm: tén thudc; tén co s& san xuét thudc; cach ghi dia chi co s& san xuét thude (dia diém san xuét
khong thay ddi): thay dbi dia diém san xuét nhung tinh ddp tmg nguyén tic, tiéu chudn GMP cua co s&
san xuat khong thay dbi; ting han dung (tudi tho) cua thudc; thay ddi quy cach dong goéi san phém.
Riéng thudc biét duoc gbc, sinh phdm tham chiéu c6 phé duyét thay ddi dia diém san xuét thi thudc
thay thé phai dugc san xuét toan bd tai nude thude danh sich SRA hoic EMA;

Chiing t6i cam két ngoai sy thay ddi trén, cac thong tin khac ciia san pham khong c¢6 bat ky su thay

ddi nao vé tiéu chuén chit lugng giita thude xin thay thé va thude tring thiu.

Vi véy, ching t6i kinh @& nghi Quy Khach hang xem xét va chip thuén viéc cung tmg thudc
Gly4par 30 s dang ky VN-21429-18 theo cac thong tin thay ddi néu trén.

Xin chan thanh cam on!
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Noi nhin:
- Nhur trén (1 ban)
- Luu Contract (2 ban)
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