CONG TY CO PHAN CONG HOA XA HOQI CHU NGHIA VIET NAM

DU'(_)'(; PHAM VINH PHUC Ddc 1ap — Tw do — Hanh phiic
80: 59472025/ VPC-CV ‘
Vive Thay déi thong tin thuoce triing thau Vinh Phuc, ngay 04 thang 04 ndm 2025

Kinh giri: S6' Y té Thanh Hoa

Trude tién. Cong tv CH phan Duge pham Vinh Phice xin chin thanh cim on sur hop
lac cua Quy Sa ddi vai cac san pham va dich vu cia Co Ong ty ching o1 trong nhitng thoi gian
qua.

Kinh thua Quy S¢!

Cong ty Cd phin Duoc pham Vinh Phic tham du thau va da tring thau cdc mat hang
thuéc do cong ty ching t6i san xuat va phén ph01 to1 Quy S¢ theo quyét dinh tring thdu s6
1135/QDP-SYT ngay 22/10/2024 cua S¢' Y té Thanh Hoa. Trong d6 co san pham Vinzix
(Furosemid - 20mg/2mli), sb dang ky: 893110305923 (CV gia han s6 737/QD-QLD ngay
09/10/2023)

Thuc hién cong van s6 7152¢/QLD-PK ngly 28/03/2024 vé viée thay déi, bo sung
déi voi thude da duge cap GDKLI cua Cuyc Quan ly duoc.

IDé dam bao viée cung ung thuée tring thiu khong bi gian doan, Céng ty ¢6 phin Ducrc
pham Vinh Phue xin thdng bdo vé viée cung tmg thude Vinzix theo quy cich mai theo cong
van sO 7152¢/QLD-DK ‘ngay 28/03/2024 cua Cuc Quan Iy Duge vé vice thay doi. bo sung
ddi voi Lhum dd dum, u.ap (;l)l\l Il 5¢ dum, Ihm, hicn tir 16 252002, nhu sau:

] lhnng tin tha\ déi theo | -'i

. Ngidung ‘ hong t':;f""g U8 | Vb T1s2e/0LD-pK | TROTdEm
| | B L ngiy 28/03/2024 L ay doi |
' Quy cich déng goi w Hop 10 MR ong x | Hop vix 10 éng x 2m! | Rt 1o

252002 |

Ching t6i cam két thube Vinzix chi thay déi vé quy cach dong 201, khong thay déi vé
chit luong; sé dang ky luu hanh san pham va tiéu chi k¥ thudt trong hd so tham g pia diu thiu.

Ching 161 gui kém GPLH san pham Vinzix, cong van sé 7152¢/QLD-DK ngay
28/03/2024 cua Cuc Quan Iy Duge — Bo Y 1.

Cong ty chung t6i trdn trong thong bao va chan thanh cam on!

Not niin: DAI DIEN H()P PHAP CUA CONG TY
- Nhue kinfy qiei, G ]AM D()(‘ }\«
- L VT PNYT 75002 8¢;; ’

Po Vin Doanh




BOY TE CONG HOA XA HOI CHU NGI
CUC QUAN LY DUQC Pic lip - Tw do - Ha
S 7152e/Q1.D-DK Ha Noi, ngay 28 thing (

V/v thay déi, bo sung ddi v thude
da dugce cap GDKLI

Kinh giri: Cong ty ¢ phin dwoe pham Vinh Phac

Dia chi: S6 777, dwong Mé Linh, phuiang Khai Quang, thanh p/z(j Pink Yén, nnh
Vinh Phuc

Tra 1o hd so s6 llcp nhin s6 6982/22/TDTN ngay 14/12/2022 va cac tai hicu hién
quan cua cong ty vé viée thay doi, bo sung dbi vor thude di duge cap giay dang ky
lvu hanh;

Cin cir Thong wr so O8/2022/TT-BYT ngay 05/9/2022 cua Bo Y t¢ quy dinh
viée dang kv luu hanh thude, nLuycn licu lam thude;

Cin ¢t Bién bin tham dinh hé so thay doi/bo sung cua cong ty, Cuce Quan v
Duge ¢o v kién nhu sau;

DOH&, y voi ndi dung dé nghl thay déi, b6 sung duge phé duyét kém theo cong
van nay doi vin thude Vinzix, so ding ky VD-29913-1%.

Ngoai noi dung duge phé duyét, cac ndi dung khac gitr nguyén nhu hé so diang
ky thude lueu tai Cuc Quan 1y Duge.

Cac noi dung thay ddi, b() sung néu trén dugce thue hién ké tir ngay ky u)ng van
nay. Riéng nd1 dung thdy doi, sau 12 thang ké tr ngay ky cdng van nay. cong tv
phai thuc hién theo ndi dung thay déi da duoc phe duyét.

Cuc Quin ly Dugc thong bao dé cong ty biét va thue hién dung cac quy dinh ve
dang ky luu hanh thude.”.

:\"r{'i nhgn: KT.CUC TRU (]\(;
“hhwuen, o Pll()(,lc TRUONG
- Cye traong (de bic);

-Luw VI, DKL (DT)

Nguyen Thanh Lam




CONG 1Y CO PHAN DUQC HSDK TD LAN 3:
PHANM VINH PHUC - VINPUACO VINZIX (VD - 29913 - 18)

1 BANG TQNGJI()I"S() SANH CAC NOI DUNG THAY pO1 VOI
/ nUN(,; DICH m M VINZIX (VD - 29913 - 18)
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Nhan trén hdp Vinzix, Kich thwdc (9 x 3 x7)em

€ang thirc: Cno md) Sng thubc ném 2 mi il 1 ‘ TR
Furosemid....... .........20 mg i 1 | 11 1
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(afih Irong t huting d3 n s dung thudc kém theo
CONG T anx irkidn dd0 quiazz Noknd rdo, nhigt 66 dusi 30 °C, trinh 4nh sang
hulin chat gng: TCCS.
C O PHAN T Aulnchitiong:

. !

DUGC PHAM *;

VINH PHEC, /o

don

INZIX

Furosemid 20 mg/2 ml
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Nhan trén dng thudc tiém Vinzix
Kich thudc: 34 mm X 23 mm
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VINZIX

Furosemid 20 mg/2 ml  TB, TTM, TTTM

Ca s0 sdn xudt: Cong ty ¢f phin Dwge phdm Vinh Phic
S& 777 duwong M@ Linh, P. Khai Quang, TP. Vinh Yén, T. Vinh Phic
DT: 02113861233 * Fax: 02113862774 aye :
VINPHACO Dia chi sin xudl: Than M3u Théng, P. Khai Quarg. TP. Vinh Y&n, T Vinh Phic .;;/‘ S'/'DUH d FNIA
12/ pina 000G
g
wo ('L XZ'LX G'GL) 20Nyl Y1y Lo
} 1wl XIZUIA doy uauy ueyN :




HUONG DAN SU DUNG THUOC

Rx
VINZIX
L
R “l)c xa tim tay tré em”
\\ “D(;c k\ huung_, din st dung trude khi dang”
1. Thanh phin umg thu‘c ¢ia thude:

MO Ong 2 ml ¢6 chia:

'}'."zc'mf.'p/ufn chege char: Furosemid o, 20 meg.

Thends plui ter dwper Nawri clond. natri by droxid, nuoce dé pha thudc ticm ... virg du 2 mi

2. Dang bao ché:

Dang bao ché: Dung dich tidm

Mo Li dung bao ché: Dung dich rong, déng trong dng thiy tinh trung tinh, han kin, khdng ran

nit, khong den dau,
pli: 8.0+ 10,0.

3.

Quy vich ddng goi:

tiop 2 vix 3 dng x 2 ml

Hop 3vix 10 dng x 2 ml

4.

Chi dinh;

Photrong suy tm sung hli)‘t‘l, bénh thin va xo san.

113 teo didu e phu phéi cdp.

[¥1 it do suy than ¢hp hodc man tinh.

Ting huyétap, dde bict khi do suy tim sung huy ¢t hodce do suy thin.

Didu tri hd tro con 1ang huyét dp.

Tanyg culel huyét

Vice s dung thude loi tiéu manh nhu furosemid cé thé gy ra thidu mau cuc bd o ndo. Vi

vy khong ding dé dicu tri tang huyCt dp cho ngudi cao b,

3, Licu dung — cach dang:

Cacl ding:

[i&m bap hodc tiém tinh mach khi can bat diu tac dung loi tiéu nhanh hodic khi bénh nhdn
khano thé udng duge.
i tém tinh mach, phai uém cham wrong | - 2 phit. Dung bang dudng udng ngay khi o

hé KT Gam b mach true Gép hode truvén tinh mach. the dA khéno qua 4 me/phit drnewrd




a

truvén khodng 2 gid. Néu tie dung 1ot ticu chua thoa ding 1 gidr sau khi két thice 1on thi hai, thi

cho Aiéu thtr ba: | gam furosemid duge truvan tidp trong 4 gid, tde do truyén khéng qua 4
A e vh A O - . s 3
n*?gfp}'fm':Ncu‘l!eu toi da | gam truyén tinh mach khdng ¢d tac dung, nguoi kénh cin duge loc
“{,i"l,[:l |“h;'1!] l”'a'(‘)s' ;"‘,- 1 I
0 . ‘
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v dung nhic lai licu di co hi¢u qud sau 24 gio, sau do, licu phai duoc dicu chinh tiy theo
ddp (iny 2 nguiibénh.

- Didu g suy thian man, 1iéu ban diu 12 250 mg. Khi can thiét co thé e 4 gid lai thém 250 mg,
Wi da ki 1.3 /24 gio, truong hop dac biét co thé 16n 161 2 /24 gio, Biéu chinh lidu téy theo ddp
(g cui ngudi bénh. Tuy nhicn khong dang kéo dai,

Trong khi ding lidu phip turosemid lidu cao, nhit thiét phai lam kiém tra theo doi c¢an bang
nude - dién gial, Die bidt & ngudi bi sée, phai do huyct dp va the tich mau tuan hoan dé dicu
chinh fai trude khi bat ddu lidu phap nay. Licu phip liéu cao ndy chdng chi dinh trong suy than
do e thude gdy doc cho than hode gan va trong suy thin két hop véi hdn mé gan.

6. Chiung chi dinh:

Min cam vii bat ky thanh phin nao eva thude.

- MAn cam véi furesemid va cde ddn chit sulfonamid, vi du nhu sulfamid chira dai thao duong.
- Giam thé tich mdu, mat nuoe, ha kali huyé nane, ha natri huyét nang.

- Tinh trang tién hén mé gan., hén me pan kém xo gan,

- VA nidu hode suy than do cac thude gy doe voi than hodc gan.

-1

. Cinsh bito va thin trong khi daog thube:

- Theo doi cde chit dién giai, ddc bidt id kali v nateg, tinh trang ha huyéL ap, bénh gat, bénh
dat thido dudne, suy than, suy gan. Franh ding & bénh nhan suy gan nang. Giam liéu & ngudi
eidl ¢ giam nguy co doc voi think gide, Khi nudc tidu ft, phai b di thé tich mdu trrde Khi
ding thude. ‘

- Thin wrong khi ding furosemid & wrd em, nhit 1a khi diing kéa dai. Phai theo ddi cin thin
cin bang nwde vadien gial, 1r¢ sosinh thicu thing khi ding furosemid c6 thé ¢é nguy vo bi
Bénl con dng ddng mach. Furosemid chiém ¢hd cta bilirubin tai vi tri gan albumin, phai
ding thén trong & ¢ em bi vang da. 1§ thanh that coa furosemid & tré so sinh chim hon
Ahicu so vai ngudi 1an, thai gian ban thai trong huydt wong dai gip 8 1an, phai tinh toan khi
dimy Lidu nhig lai,

- 1he do trux G tinh mgch Khong qui 4 mg/phit, chan hon & bénh nhén suy than, hai chimg
cute than hode suy gan.

- Phdn trong voi nhima nguai bénh phi dai wydn tién 1idt hodie dai kho vi cé thé thie day bi
e cip. Dung furosemid duoe coi 1a khdng an todn & bénh nhan b rdi loan chuyén how
purphyrin vi thudng kém vai dot cip coa bénh.

- O binh nhin gidm nang teyvén cin gidp, ding furosemid ¢6 thé gay co cling co (tetani) do

shn calei huyCt.

-



- Cae thude ha huyét ap: Lam tang tic dung ha huyé dp. Néu phdi hop can diéu chinh liéu.

1){1&;"[‘)i‘(;1’.kﬁ_i—”[’)lﬂl.6i hop voi cic thube e ché enzym chuyén angiotensin, buyét dp ¢6 thé giam
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aiih _ﬁaj[i huyét

- Cloryd I;S?:drﬁl-f;‘(}ﬂff' hoi chiing do béeng mit, nhip tim nhanh, ting huyét ap, toat mé héi.

- Probenceid: Lam giam thanh thai qua thidn o furosemid va giam tac dung loi nigu.

- Thubde e ché thdn kinh trwng uong (clopromazin, diazepam, clonazepam, halothan,

'

ket Tang tac dung giam huy o ap.

Twenyg ky:

Dung dich Turosemid tiém 13 dung dich ki¢m nhe, khong duge tron 1an hoac pha loang trong

dung dich glucose hodic dung dich acid, khong duec phéi hop bét cir thube gi vao dich truyén

hode bon tiém ¢6 chia furosemid.

11 Tiace dung khing mong m udn (ADR):

Tie dung khang mong mudn cha yéu xay ra khi dicu i lidu cao, hay gap nhat la mét can

bang nude vi dién giai, dice bict o ngudi suv gan, suy than, sau khi diing liéu cao va kéo dai.

Cie diu hige cia mdt can bang dién giai bao gdm dau diu, wi huyét dp, hoa mit, chéng mat.

voi loan thi grac, chudt rat, kho miéng, kKhat nude, )-C‘U, mét, ngu lim, budn ngl, khéng ngu

duoc, dai it loan nhip tim va roi loan téu hoa. Giam thé tich mau va mét nude c6 1hé Xay ra,

die bidl o ngudi gid, Vithoi glan tae dung ngin hon, nguy co ha kali huyét cta furosemid cé

thé it hon loi nidu thiazid. Khic vai thizdd, furosemid lam tang thai trir caled trong nude t1éu

virnhidm culet than da dugc thong bao & e e,

Hlicrang wdp, ADR > 17700

Fudn hoin: Giam thé tich mau trong truomg hop dicu tri lidu cao. Ha huyét ap thé dimng,

Chuyén hoa: Mt eén bang nudc va dién giai bao gdm giam kali huyét, giam natri huyét, giam

magnesi huyét, giam calei huydy, nhidm kidm giam clor huyét.

it adp, 11000 < ADR < 1100

Tidu hoa: Budn nén, nén, rdi foun tidu hoa,

Chus dn how: Tng acid uric huyét va bénh gi

Hicu gap, ADR < 171000

D Ban da, di cam, may day, ngaa, bun xudt buyée, viém da troe vay, phan (g man cam v

anh sang (cé thé nghiém trong).

Phun Gmy qua min: Viem mach, viém than k&, st

Miu: Eie ché tiv xurone. eiam hach céu. vidm tiéu cdu. mét bach cau hat. thiéu mau. '

Chus én hoas Tang glucose huyCl glucose nicu (¢é thé it hon loi niéu thiazid).

YVidm s v vang da o mdt (nhidu hon thiazid).

Tai U, giam thinh lyc. dide (nhat 1a khi dimg lidu cao, 1de dd nhanh). Diée co thé khong

ROL phye, dac bit & bénh nhin ding cimg cic thude khae cling ¢ dde tinh véi tai.

b



khiti e lmh deh tde dung cia thude xuldt hign sau I\hoang phit, dat mire tdi da trong vang
2060 )phul \‘d |\L0 ddl khodng 2 gia. Chua bidt duve ndng ¢8 thude ¢in thiét trong huycl thanh
i d o lnyu. (Il,mb im ni¢u i da, nhane mie do dip (ng khong tuong quan véi nbng do

dinh, hodie: nr)ng‘-do {rung bink cua thude trong huyée thanh, O nguoi suy than nang dap tmg loi
o the i\co ddi.

Fev L)‘)“'u Imosumld tzong, méu gan vae albumin huy & tuong. Phan furosemid wr do (I\hong Ldﬂ)
cuo hon @ ngudi bi bénh tim, suy than va xo gan. Furosemid duge thai trr chi yéu qua nuo
titt, phin lon dudi dang khéng chuyén hoa, Thoi gian ban thai tir 30 phit dén 120 phit & nguro;
binh thudng, kéo dai & tré so sinh v bénh nhin suy van, than.
Furosemid qua duge hang rao nhau thai va phin phdi vio sira me. DG thanh thai cua furosenid
khang 1ang kbi thim phan mau.
£3. Ditu ki¢n bio quin, han ding, tidu chuin ¢hit lugng:
Diéu kicn bio gueein: Noi kho rdo. nhi¢t do dudi 30 °C tranh dnh sang.
Han dig: 36 thing K¢ W ngdy san sudt.,
Ticw cloedn el teong: 1CCS
1o, TCn, dia chi co so sin xudt:
CONG 1Y CO PHAN DUGC PITAM VINH PHUC
S 777 Dudng ME Linh - P. Khai Quang - 1P, ¥inh Yén - Tinh Vinh Phuc

Y1 02113 861233 Fax: 02113 862774
Do chi nhd may: Thon Maa Thong - P, Khai Quang - TP, Vinh Yén - Tinh Vinh Phic o1




	Page 1
	Page 2
	Page 3
	Page 4
	Page 5
	Page 6
	Page 7
	Page 8
	Page 9

