CONG TY CO PHAN DUQC PHAM CONG HOA XA HOI CHU NGHIA VIET NAM
THIET BI Y TE HA NOI Doc lap — Tw do — Hanh phiic

Sé: r/(?/‘i /2023/HPC-CV Hi Néi, ngoy /| b thang 11 ndm 2023
Ve viée thay doi s6 c?'cmg ky thuoe Sunpr. anza
(b6 sung cong vin ciia VPDD Nhé sén xudit)

Kinh giti;: TRUNG TAM MUA SAM TAP TRUNG THUOC QUOC GIA

Cong ty C6 phin Duge phim Thiét bi y t& Ha N&i xin giri 1oi chao trin trong dén
Quy Trung tam.

Tiép theo cong vin sb 1589/2023/HPC — CV ngay 8/11/2023 ctia Cong ty Cd phén
Duoc phdm Thiét bi y t& Ha N6i vé viéc thay d6i 86 ding ky thudc Sunpranza da gii t6i

Quy Trung tm;

Bang van ban nay ching t61 xin dugce bo sung cong vin cia Vin phong dai dién nha
sin xvat Sun Pharmaceutical Industries Ltd tai Thanh Pho H6 Chi Minh trong dé cam két:
ngoai su thay doi vé so ding ky, khong co6 bat ky sy thay doi nao vé ti€u chuan chat luong

oitra thude xin thay thé va thude tring thau,

Kinh mong Quy Trung tdm xem xét. Xin tran trong cam on./.
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Klnh givi: CONG TY CO PHAN DUQC PHAM THIET BIY TI HA NOI

CONG HOA XA HOIL CHU NGHIA VIET NAM <<
Dée Hip - Tw do- Hanh phie W

TP HCM, ngdy 02 thang 11 ndm 2023

Sun Pharmaceutical Industries Lid. xin gui loi
cdng ty d& hop tie trong thit gian qua.

chdo va 1oi cdm on chén thanh té Quy

Cin et Quyét dinh sb 146/QP-QLID ngay 2/3/2023 vé vige ban hanh danh myc 170 thube
nude ngoai dwoe gia han gidy dang ky luu hanh tai Viét Nam — Dot 112,

Nay cong ty Ching 16 gii théng bio dén Quy khich hang vé vige san phidm
SUNPRANZA thay dbi sb dang ky nhung cdc théng tin khac khong thay déi nhw sau:

S| Ténsan | S6 ding ky Quy Tén hoat Dang | Congty | Pon | Tiéu | Han
2 . Eo oA X . 1 ;
T | pham cach chdt, nong | bao ché S¥- vi | chudn | ding
I déng goi | dd — ham Nude SX | tinh | chét
fugng lwgng
VYN-18096-14 Bt dong Sun
1 Sunpranza (56 oii) Hap 1 Ip Esomeprazol kkhd pha Pharmaceuti | Lo NSX 24
290110033923 (i litm cal thang
(s6 mai) dong Industries
Esomeprazol Ltd, - India
natrl) 40ing

Cin o khodn 24 diéu 1 ciia Thong tu 06/2023-TT-BYT ngay 12/03/2023 vt vite sira ddi
khodn 6 Diéu 37 huéng dan chi déu tu dirge xem xét dé nha thau thay thé thude nhu sau:

0.b. Thay doi so gidy détng Iy luu hémh hodic dwoc cdp gidy phép nhdp khau méi nhmg
cdc thong tin khde khdng thay doi (t6n thude, co s6 sém xudt, wéi tho ciia thude, thh ddap
itng nguyén tdc, titu chudn GMP ciia co s& sdn xudt, tiéu chudn chdt heong, riéng tiéu
chudn chdt hrong ciia thude thay thé c6 thé thay dsi nhung khéng diwge thdp hon ticu
chudn chdt lupng clia thube da ring thilu hodc da chao frong hé so di thdu hodic tiéu
chudn chdt Iupng thude duoe cdp nhdt phitn ban mdi cia duge dién). Rieng thude bidt
dieoe goe, sinh phim tham chiéu khi thay ddi so gidy ding ky hey hanh hodc dwge cdp
gidy phép nhép Ihdu méi thi théng tin thay déi phai diroe B Y t¢ cong bo trong Danh
mue thude biét dupe g@'c, sinh phf”fm tham chiéu;

Cin o didu khoan trén, thube SUNPRANZA v6i s6 ding ky méi [a: 890110033923 dat du
cde tidu chi dd thay thé cho thuoc SUNPRANZA (SDK ¢fi: VN-18096- 14) da tr u% y thitu. Cong ty
xin cam két ngoai sy thay dbi & ding ky, khong ¢6 béit ky sy thay ddi ndo v& tiéu chudn chit
lwong gitra thude xin thay thé va thude tring thau,

Béng vin ban ndy, Ching t8i d& nghi quy cbng ty 1am c¢éng van véi ndi dung trén & Trung
tdm mua sfm t4p trung thude qubce gia va cde khich hang da ky lét hop ddng véi Nha théu duge
biét va ddng y cho chung t6i duge cung tmg thude Sunpranza véi SBIC 890110033923,

Xin trin trong caim on !




