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CONG TY CO PHAN CONG HOA XA HQI CHU NGHIA VIET NAM
DUQC PHAM VINH PHUC Doc lip - Tu do - Hanh phiie

Sé: 49/2025/VPC-CV TP. H6 Chi Minh, ngay 14 thang 02 ndm 2025
V/v: thay déi quy cdach dong goéi va dom
vi tinh ctia thuéc dé tring théu

Kinh giri: SO'Y TE TINH BINH PHUOC

Trudc tién, Cong ty cb phan Dugc phadm Vinh Phic xin chan thanh cam on sy giup 4§
ctia Quy S& dbi vdi cac san pham ctia Cong ty chiing t6i trong nhirng thdi gian qua.
Cin ctr Quyét dinh tring thiu s 46/QD-SYT ngay 23/01/2024 cia S& Y té tinh Binh
Phuéce vé viée phé duyét két qua hra chon nha thau g6i thiu mua thudc generic cho céc co sy
té cong lap trén dia ban tinh Binh Phudc dot 1 giai doan 2023-2025.

Cién cur Quy dinh vé thay adi théng tin thube trung thau tai Khoan 3, Diéu 15, Thong tu
07/2024/TT-BYT ngay 17 thang 05 nim 2024 cia B6 Y té Quy dinh vé dau thau thudc tai co
sqy té cong lap.

Thuc hién Quyét dinh sb 14640e/QLD-PK cua Cuc Quan Iy duge ngay 06/11/2023 vé
viéc thay ddi, bd sung dbi véi thude da duoc cap GDKLH. Theo ndi dung d3 dugc phé duyét
Cuc Quan ly Dugc da ddng ¥ bd sung chét liéu bao bi dong g6i va bo sung quy cach déng goi
cla thude Vinsalpium, s dang ky: VD-33654-19. Vi vay, Cong ty ching t6i kinh dé nghi Quy
S& cho phép Cong ty duoc thay dbi quy cach dong géi va don vi tinh cua thube Vinsalpium, sd
dang ky: VD-33654-19 cu thé nhur sau:

Thong tin quy ciach déng | Théng tin quy cich dong
STT | Ténthubéc | N@idung | g6iva don vitinh cia g6i va dom vi tinh cia
thubc da dwgc phé duyét | thubc @ nghi thay doi

oh ,

1. QPy ca?‘ HépSvix 100ngx2,5ml | Hop2vix5lox2,5ml
Vinsalpium | d0ng goi

2. Pon vj tinh Ong Lo

Cbng ty xin cam két ngoai ndi dung thay d6i nhu trén, khéng c6 bat ky su thay d6i nao
vé tiéu chuan chét lwong giira thudc xin thay thé va thube tring thau.

Cong ty ching t61 tran trong cam on!

DAl I)[EN CONG TY

Noi nhén:
- Nhu kinh gui;
- Luu VT, PNVT

HA PANG KHOA







4\ DUCC PHAM | !

A\ VINH PHOBA, ¥ TE CONG HOA XA HOI CHU NGHIA VIET NAM
% AN LY DUQC Péc lap - Tu do - Hanh phiic
0. 14640e/QLD-DK Ha Néi, ngay 06 thang 11 nam 2023
V/v thay d6i, bd sung d6i vai thube
da duoc cap GBKLH

Kinh giri: Cong ty ¢b phan dugc phdm Vinh Phic
Dja chi: §6 777 ducng Mé Linh, phuwcng Khai Quang, thanh pho Vinh Yén, tinh
Vinh Phuc

Tra 161 hd so sé tiép nhan sé 26e/2023/TN/TT91 ngay 27/04/2023 va hé SO b
sung kém theo cac tai liéu lién quan cua cong ty vé viéc thay doi, bd sung d6i vai
thude da dwoc cip gidy dang ky luu hanh;

Cén cir Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 cta B6 Y té quy dinh
viéc ddng ky lru hanh thube, nguyen liéu lam thudc;

Can cu Bién ban tham dinh ho so thay d6i/bd sung cia cong ty, Cuc Quan ly
Duge ¢6 ¥ kién nhu sau:

Dong y v6i néi dung dé nghi thay dbi, bd sung duoc phé duyét kém theo cong
vin nay dbi voi thude Vinsalpium, sé dang ky VD-33654-19.

Ngoai ndi dung duoc phé duyét, cac ndi dung khac gitt nguyén nhu hé so dang
ky thudc liru tai Cuc Quan 1y Duoc.

Céc ndi dung thay dbi, bo sung néu trén dugc thuc hién ké tir ngay ky cong van
nay. Riéng ndi dung thay dbi, sau 12 thang ké tir ngay ky cong vin nay, cong ty
phai thuc hién theo ndi dung thay d6i da dugc phe duyét.

Cuc Quan ly Duoc thdng bao dé cong ty biét va thure hién dung céc quy dinh vé
dang ky lwu hanh thubc./.

Noi nhin: KT. CUC TRUONG
-Nhuwwén; PHO CUC TRUONG
- Cuc trudng (dé bic); e

- Lwu: VT, BKT (PT).

Nguyén Thanh Lam
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VINSALPIUM (VD - 33654 - 19)

CONG TY CO PHAN DUQC PHAM
VINH PHUC - VINPHACO

P

"ok
BANG TONG }‘iOP $0 SANH CAC NO1 DUNG THAY BO1 bOL VOI
il\i'\ e Fiw | vﬁNSALP]UM (VD - 33654 - 19)
A L iy e ,' 0
N if“« A Néi dung Noi dung

T T\ﬁ; (il.r-_ll(fw/ da dwgce phé duyét dé nghi thay ddi/bd sung

1 | Cap nhit tiéu chuan chat higng thanh phiam (MiV) '

1.1 |Hinh thirc Dung dich trong, dwgc dong Dung dich trong, dugc dong
trong dng thuy tinh han kin, |trong dng thuy tinh han kin,
khong ran nut, khong den diu. khéng ran nit. khong den

diu.

Hode: Dung dijch trong.

déng trong lo thay tinh, déy

kin bang nat cao su, ¢o nap
| nhém bén ngoal.

1.2 |Quy cach déng goi - Hop 2 vix 10 ongx2,5ml; FHOp2vix 10 dng x 2,5 ml;

' _HopSvix10éngx2.5ml. FHop 5 vix 10 dng x 2,5 ml.
- Hép 10 1o x 2,5 ml;
-Hop2vixSlox2.5ml
5 Thay d{?i lon trong quy trinh san xuit thuéc thanh phim: Bé sung quy trinh
san xuat (MaV-9)
. 2.1 |Quy trinh san xuat | Quy trinh san xuit dong ong|Quy trinh san xudt déng lo.
thity tinh han kin ddy nut cao su, lién nip
nhom

3 T, Im_}f doi qlién quan dé'n'buo bi dong géi so ciip ciia thudce thanh phim v

khuian: Bé sung thém chat li¢u bao bi dong géi (MaV-12, myc ¢)

3.1 |Chdt liéu bao bi Ong thay tinh |Lo thay tinh, ndt cao su

| dong 261 !
4 |Bé sung quy cich dong goi thuoc thanh pham trong bao bi so cip doi voi
thuée vé khuin dang dung dich (]Wa V-13)
4.1 |Quy cach dong goi [Hop2vix 10 6ngx2,5ml;  [Hop 10 lo x 2,5 ml;
Hop 5 vix 10 bng x 2,5 ml Hop2vix3Slox235ml

5 |Thay d6i ngi dung ciia miu nhin (MiV-PA2)

5.1 |Bd sung mau nhdn |Mau nhan da duge phé duyét [Méu nhan xin bo sung (kém
(kem theo) theo)

13
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Ma3u nhan hop thude tiém Vinsalpium
Kich thudc: (11 x 4.4 x 5) cm

woription diug

VINSALPIUM

sotbutamnal (85 Salbutamol sulfate) 2.5 mo,
Ipratropium bromide
(a5 Ipratroplum bromide monohydrate) 6.5 mg/2.5 ml

]

Solution for nebulization

[ dicath and

other Infarmation: Faa e e (38 i g

“Keen out of reach af chlfdren”
"ead the oackaos ingest earefully before s

Vitd inmavach

ettt helsw

ké dan

VINSALPIUM

Salnutamaol {durdi dang Satbutamol sultat) 2,5 ma,
loratzopiuom bromid
(dudi dang tpratroplum bromld monshydrat) 0,5 mg/2,5 mi

[GMp-wHO

Cung r!ir;.h ki dung

HopAulx Slow 2.5 md

Did Ki4n Lo ave: 6 tan gt e Buen ¥0 %,
Lo A adony
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Mau nhan hép thudc tiém Vinsalpium
Kich thudc: (11 x 4.4 x 5) ¢cm

UCQ PH

VINSALPIUM?®

Salbutamo! (as Salbutamol sulfate} 2.5 mg,
Ipratropium bromide
{as Ipralyopium bromide monohydrate) 0.5 mg/2.5 ml

Solution tor nebulization

Bor o1 10 vials ¢ 2.5 ml

"HeEp UL OF radch of chifdren®
“Reatf the n.:. a9¢ b imsert carefulty befare pe”

Py Yot i yn Ey Vo e

Rx Twise b gor

VINSALPIUM

Salbutamol (avd/ dpng Salbutamol sutfar) 2.5 ma,
Ipratropium bromid
(dudl dpng Ipratropium bromid monobydral) 0.5 mg/2.5 mi

GMP- SWHO | 2ung dich kb dlung

:u: 0o e 2,6 mt

“Boc ki hedng din
S /Pep, N,
518 nw.__sﬁnr ~o.:

@ treide khs fsng ™
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Nhan trén .m Vinsalpium
Kich thude: 40 mm x 1B mm,

VINSALPIUM

K100 C 90 M35

Y 100K 30

C 100 M100 M 100Y100
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2/20/25, 10:20 AM

Cyc Quan Iy Dugc - BS Y té

| Dja chi cong ty sén xua, nurée sén v - _
| Thon M3u Thing, pherbmg Khai Quang, thinh gh Vinh Yén, tinh Vinh Phe, Viét Mam, Vigt Ham

Dangbde  Quyesch R

Hogt chit Hbmitrgng S quyEt dinh Him c8p chE dénggél  THuchufn  thy
Mdi25michia:  25mg.05mg €52/QLD-DK  23/10/2019 Dungdich  H@p2,5vix TCCS 24

Salbutamol (durdi khi dung 10 6ng x théng

dang Salbutamol 2,5ml
sulfat) 2.5mg;

tpratropium

bromid (dui

dang Ipratropium

bromid

monohydiat)
0,5mg

Théng tin thay d6i/b6 sung (MA hd so: 1696/TT91 - Nghy (i€p nhn: 24/10/2023)
Vil Fbirg xem thl ifu tol tab Tai fiju céng b6 (né cf).

Nl dung thay 481, b8 sung Théng tlin 43 duy§t Théng tin d2 nghf thay €61, b6 sung

Hinh thirc

Quy céich ding géi
Quy trinh san xuft
Chitligu bao bl déng g6i

Quy céch déng gbi
B6 sung mdu nhin

hiips://dichvucong.dav.gov.vn/congbothuoc/index

Dung dich trong, duroc déng treng ng thity tinh han kin, khéng

Dung dich trong, dugc déng trong Sng thiy tinh han kin, khéng N ) 3

wnmh.kbéngﬂ;nﬂud fan ndt, khing den dbu. Hoje: Dung dich trong, déng trong fo
. thily tinh, ddy kin bing niit cao su, cé nAp nhdm bén ngodi,

) . . -Hp 2 vix 10 6ng x 2.5 ml; - HOp 5 vi x 10 ng x 2,5 ml. - Hop
~Hop2vix106ngx 2,5ml;-Hop Svix 10 ngx 2,5ml 1010 % 2,5 mh.- Hop 2vix 5 lo x 2.6 mi.

Déy chuyén san xusit déng 6ng thily tinh han kin Day chuyén s&n xust déng lo, ddy nit cao su, in np nhém
@ing thay tinh Lo thiy tinh, mi1 cao su

HOP 2vi x 10 8ng x 2.5 mh; Hop 5 vix 10 bing x 2.5 i Hop 1010 x 2.5 ml; Hop 2vix Slo x 2.5 ml

MAu nhan 45 durgc phé duyét (kém theo) MB3u nhan xin b sung (kbm theo)

12



2720128, 10:20 AM

Cuc Quiln Iy Dugc - BO Y 14

Bla chi obng By sdn xusl, mede sén nal

Hind thibe

hiipe./idiciwucong.dav.gov.vn/congbothuoe/index

Hezat ehiit Ham frgny 26 quyd) dink Wan eip

G 25michire:  25mg 0.5mp  652/0LD-DX 231672019
Ssibwinmol (dudt

dung Saltwtamal

nul¥at) 2.5mg

iprstropium

bromid (duwdl

dang lpratrophion

beomid

monvhydrat)

0.5mg

Dangbdo  Goy edch - '
gt ciip il diegydl  Tibuchudn e

Opt 166  Duagdlich Hip2Svix TCCS 24
et dangy 18 6ng thing
25ml

Thiing tis hay d6VES wang (145 6 sor TE36/TTEY - bighy 6p nbdn: 24/10/2077)
Wik Ty wem 15 1180 i tab T3 libu eéng bA (ndo of).

153 targ thay 461, b8 sung Thing tin 45 duyit

Thing tin &6 wgli thay &8, b sung

Dung dich irong, Guge 6ng ong 6ag iy tish hin kin, khbng T C1c1 o0, duvc dng trong Sag thiy tish him kin, Kdng

om nilt, khiing den diu,

- Hbp 2l % 10 Grg x 2.5 Mt - Hop 5 w1 2 10 Bing 1 2,5 md

Dly chuydn sin vulit ddng Gng thiy tinh hin kin
Ging thay i

Hip 2 x 10 Gag w 2.5 mk Hip Svix 10 Sag 1 25 md
il i 88 duoge pha vyl (kbes theo)

ren nt, khdongy don G, Hodic: Dumg dich trong, déng trong ky
vy tink, Ay ki bilng nOl ca0 su, o ndp nhim bin oo,

-Hip2vin W dngx 25 mi - Hop 5 vi x 10 Sng x 2,5 md. - Wip
Wi 25mi-Hip2vix Slpx 25 md.

D8y chanln sdn xulfi 6ong lo, iy ni c20 eu, K20 nlp phbm
Loy Uiy tindy, wit 30 20

Hip 18lpx25mt Kip 2WixShor25m

Btlis e 1l b sung (b thao)




