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(V/v: 86 ,urg 16 ddng tci thu6c)

CQNG rroA XA nQr crrulcr.{rAi VrE'r NAM
- . 

DQc l$P - Tg do - H4nh Phrftc
---o0o---

Nam Dinh, ngaY 03 thdng 05 ndrn 2025

K{nh efti: so y rn xrtN GIANG

Tru6c tien, C6lng ty CO phAn Dugc phffm Minh DAn, ch6n thanh c6m crn sg tin

nhiem vir quan tdm cria Quy 56 Y T6 cho c6ng ty trong thdi gian qua.

C6n cri Quy6t dinh s6 4361QE-SYJ ngay 15 th6ng 12 tdm2023 cin Gi6md6c So

y te dnh Ki6n Gianl-.ia 
"iO. 

prto;"y0, k5fi; tua chq;nhd thAu g6i thnu thuoc generic

il6"'i.? ir;;A 1o" chen nhd thdu cung c6p-thu6c tQp trung tinh Ki€n Giang, giai do4n

2023-202s (dqt1);

c6n cri Quyet dinh s6 853/QE-QLp ngay lgll2l2o24 v0 viQc ban hdnh Danh muc

ztt tirlic,**d" irdla* ,rr"o. ian 
"r"rt 

ttJr[ nu6c dusc giahal giav dlng fi ''-.Pil
tai ViQt Nam - bqt ZiS, trong d6 sin phAm Ciprofloxacin 0,3%o dugc gia h4n I6n I vot so

dAng ky m6i: 893115292000;
Cdn cri eu,Oi Oirt 16 

'gS 
I/QD-QLD ngdy 1 gll2l2o24 v6_ viQc 

.ban.hdnh 
Danh muc

869 thu6;, ;g"];0" Hqu ldm thuoc ia, *uAt tr*g nuoc duoc gia han giAy dang.\y ty Pt
tai ViQt Nam - Dgt 214, trong do sin phAm Loperamid Zmg-{uq: gil h?' I6n I voi so

dang to m6i: 893100218700; Ofloxacin 0,3o/, dugc gia h4n lAn I vcri s6 ddng ky moi:

89311s219000

Nhn thffu chring t6i xin b6 sung th6ng tin cfc m{t hing thu6c dfl trring thflu nhu

sau:

STT TOn thu6c SEK theo QDTT SEK bO sung

1 Ciprofloxacin 0,37o
VD

22941-15
89311s292000

2 Loperamid 2mg
VD

25721-16
893100218700

4 Ofloxacin 0,3"
VD

23602-15
893115219000

C6c nQi dung ktr6c cua thu5c kh6ng thay dOi. (Tdi tiQu dinh kdm)

Bing vdn b6:n ndy, Nhd thAu chfng t6i kinh trinh Quy So xem x6t.

Xin chAn thanh cim on!

Noi nhAn:
- Nhu tr'6n

- Luu VT.

P NHA THAU
M DOC

CO}+Q TY

urNH/Xru

s/
i[ ,
K4



56: 853 /QE-QLD

Vii viQc ban hhnh Danh
trong nufc du'qc gia hqn

CUC TR

Cdn cu LuQt Daqc s6 I
Cdn cu'Nghi dtnh s6 9

dinh chirc ndng, nhi(m vu, cl,u)

Cdn ca QwY€t di;nh s6 I
quy dinh chu'c ndng, nhiAm v4,

thudc B0 Y ft;
Cdn cu'Th6ng ttr s6 0B/-

quy dinh vi€c ddng lry lau hdn

Can ca k1t ludn cila h
nguyAn liQu ldm thtL6c - B0

2l/1 1/2024 cfia Vdn Phdng
tltu6c;

Theo di nghi ciLa Trtron

Di6u t. Ban lidnh
lieu ldm thuoc san xuAt tron

Nam - Eot215, cu th6:

1. Danh muc 225 thr-r6c, .; -,han gidy dlng ky lur.r lidnh hi0
2.Danh muc 126 thlrO

hdnh hiQu lr.rc 03 ndm (Phu ltt

3. Danli m:uc ZZ tl-ruOc

hdnlr 1ii0u ltrc c18n 3111212025

Di6u 2. Co so' sdn xu6t
1. San xuAt tliLroc theo

phAi in hofc c16n sO ctlng ky <

2. Chi duo-c sdu xuAt,

Gi6y chirng nh;rn dir di6u ki
l<iOm so6t clac biqt phir ho-p v
khodn 5 Di6u 143 Nghi din
quy dinh chi tiOt mQt s6 di€u

3. Thgc hiOn vi6o cip
Th6ng tu sO 11/20i8/TT-B
ch6t lirgng thn6c, nguy6n li6u lirl thr"r6c.

HoA xA HQI CHo NG
EQc I$p - Tq do - Hq

Hd Nrri, ngdy t9 thdng 9 ndnl 2024

QUYET EINH , .

,iii,nrac, nguyon liQu llrm thu5c sin xuAt

6y tl[ng kf luu hinh tgi ffipqt215
cuc QUAN r,f

5/2016/QHl3 ngdY 061

/2022/ND-CP ngdY 15/,

)n ltan vri co' cdr.L t6 chirc

quy

-, .;'g86Yft
Quaf lyDu'qc
PHO TONG GIAM DOC

,69/QE-BY7- ngit.r 26/4/2023 cW,
qr,.r:i,, httn t'iri,r' criu lo c'hirc cita Cuc
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rtgtq'€n li€u ldm thu6c; uv' zw'
r'u'"ri, cip gid,y ddng lqt lwL hdnh thu6c,

215 tqi Cdng t dn s6 7Z/HDTV-VPHD rugay

tw van ,ap 
-COXfru 

thu6c, nguyAn li(u ldnt

phdng Ddng lq, ttru1c, Cuc Qudn ly Duqc.

QUYET EINH:

theo Quy6t dinh ndy danh mtlc 373 thu6c, nguy0n

ntr6'c clugc gia han giay dang kj' luu hdnh tpi Viet

nguy0n li6u ldrn thu6c san xr't6t trong nuoc duoc gia

lgc 05 ndm (PhLt lttc I kdm theo).

sdn xu6t trong ntto'c duo'c gia h4n gidy ddng ky luu

Phu h.tc III lidnt theo).

n kinh cloanh cir,rgc phqm vi kinh cioanh thu6c phai
ri pham vi hoat clOrrg cira ccr sd d6p irng quy dinh tai

s6 5412017/ND-CP ngzry 08/5/2011 c:il'a Chinh phu

d bi€n phdp thi hanh Lu4t Dugc.

hdt ti0u chu0n chit ltLo-ng cira thudc theo qr-ry clinli tai
5 qri dinh v6

Kibdr CUCOUAN
r.i DLioc
l:" ".,l"Jio 

v ri
I Nliv\i: l9-l:'
, 2('D.i ri,:21:15

+0?:0(, BOYTE

II kdm theo).
;6ri xu0t trong nudc dtrgc gia han giSLy dlng ky luu

-,
Bo Y te Vi0t Nanr c0p l0n nhdn thuoc.

ra ltru hdnh chc thu6c ki6m so6t ddc biet khi co



2

4. Thuoc dr"ro. c gia han gi6y ddng kj' Ir'ru hdrnh-tqi Quyct tli:h."al nhrmg chua

nQp h6 ;;a; nnat ,-,OIa.,ng n1,a, tL,.,O-", io' hucrng ddn sir clung thu6c theo,quy dinh

cua ThO.g tu 0i/20iS71r-gyr ngay t'8/01i2018 cua BO tn'r6'ng BQ Y t0 thi phAi

thuc hiQn cQp nh6t theo quy dinh tai di6rn b Khoin 1 Diou 37 Th6ng tu s6

O;;1O18/TT-BYT trong thoihan 12 thingket, ngdy cluoc gia hqn giay ddng kf lrru

hdnh. ,1 ^ 4.
5. Sau t2 th6nsk6 tu ngdy kf ban hdnh QuySt dinlr naJ, 

91c- 
thu6c.dugc gia

han siAv ddne kv h'rtt hdnh theo Quy0t dinh ndy co-thay d6i v0 nOi d119 hdnh chinh

oni'?i ;a;; tuu hdnh voi c6c noi clung c16 duo. c ph6 d*yQt thay d6i trong h6 so

gia han.
6. Co scr ddng kj, thu6c phai bao d6m duy tri dieu kiQn hoat dQng trong thoi

gian lriQ, tg" 
"uu ii,6y Aa"g ily t.r.1 hdnh thu6c, ng*y6n liQu ldm thu6c' Trong

rruong h-o. p kh6ng .[" qap trlg d" di6* kiqn hoat d6nE, co so ddng ki phai co tr6ch

nhiQm thrrc hiQn ,h.y;[il rt aa"e t 5, tr,"o q.,v ai"t' tpi Th6ng q :"-.q8/?922lTT-
BYT trong tno'i traniO ngdy kC tu ngay co so d[ng kj'kh6ng cdn du di€u kion hoat

ciOng. 1 ,+. -^-,_^^^
1. Co so, sAn xu6t thu6c phai bAo ddm c6c didr"r kiQn ho4t dQng cua co so san

*uat tronfirrJi rri, hiQ* 11rc c*a gi6y clang kj' 1u* hdnh thu6c, nguy6n ligu ldm

thu6c.
8. C6c thuoc duo-c gia han giAy ctang kj' luu hdnh tai Quytit {tnh ndV duo. c

ti6p gc sir dung sq AAge f+ aa cA[trLroc khi gia han trong tho'i hqn t6i da 12 thitng

i.A't,,ga, duql.rap rO?eng f.V gh ha, theo q,y cli,h t?i PhU 11c VI ban hi,h kdm

theo Th6ng tu s6 08/20221TT'BYT..
q. ph6i hqp v6i c6c co so'didu tri d6 thtrc hiQn theo dirng c6c quy dinh hiqn

hdnh vd thu6c kC clor',, theo cl6i an todn, hi€u qud, t6c dung lchong *qng mu6n cira

thudc tren nguo'i ViQt Nam vd t6ng hqp, b6o c6o theo quy dfnh tai Dieu 5 Thong t,Lr

sO OglZOZZlif-Byf d6i vo'i cac ihuOi trong Phu luc II ban hdnh kdm theo Quy6t

dinh ndy..
liiOu 3. Quydt clinh ndy co hiQu luc k6 dr ngdy $ ban hinh'

Ei6u 4. Gi6m ddc Scr Y t6 c6c tinh, thdnh pho tryc thu6c Trung uong vd

Gifm d6c co so sfin xu6t ud co scr clang ky co thu6c tpi DiAu 1 chiu tr6ch nhiQm thi

hinh Quyi5t dinh nity.l.
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- Bio hi0m xd hQi ViQt Nani;
- Bg Y t6:Vti PC, Cgc QI-YDCT, Cltc QLKCB. Thanh tra

80, Vhn phong HETV cdp GDKLH thtrdc, NLLT;
- Vipn KN thu6c TIJ, Vi6n KN thudc TP. HCM;
- T6ng Cdng ty DLro. c Viqt Nam - C6ng ty CP;

- Cic BQnh vi6n, Vi6n co gitrong bQnh truc thuQc B0 Y t6;
^a- Trung tdm mua sdm tdp tntng thtrOc qu0c gia;

- Crlc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;
- Luu: VT, DKT (C.FI) (02b).
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Quy c6ctr tl6ng g6i Ti6u
chuin

Tu6i
thg

(th6ng)

36 olng t<Y

gia h3n

(56 dlne kf
i.

da cap,

SO

lffn
gia
han

ST't TOn thu6c Ho4t chit chinh
Him lu'qng

Lr?ng Dao

chli

(6) (7) (8) (e)
(1) (2) (3) (4) (5)

PhU lgc I .

DANH nnVC zzsT'UOC, NGUYEN LIEU LAM rnrubi sAN xuAr TR.NG NU'6C ELIqC GIA H4'N GIAY

,ii; iiv i,l, naxn rar vrEr NAM HrDu Lr/c 0s NAM - Dqr 21s

fiir'rli"-OrA' ai'n 'a rsi tQo-Qr'o ngdv ,e thang 12 ndnt 2024

ciru Ctlc Quan lit Duq'c)

t, I \2t 4 rLinrr ^t.A HA chi Minh. Vi6t
l. Co sd'tling ky: Cong ty c6 pfrAn 23 thing g (Diu ,hi, 1f T6n H6a, pt"'O"g 1+' qufln 6' thinh pho gd Ctri Minh' Vi 

'

Nam)

2.Co,sd,tldngkf:co,ffiThanhtIria(Diachi:S6232Tri,nPh[r,phrrongLamSon,thdnhph6
l'hanh Lloa, tinh Tlianh l-Ioa, Vi€t Nam)

Z.I. Co.sri'srin xuit: COng ty c6 phAn Dug'c - V$t tu y t6 Thanh Hon (Dia chi: 56 04 drrdlg Quang Ttung' phuong Ngoc

-l'r'qo, thanh ph6 Thanh Hoa, tiuh Thanh Ho6, Vi0t Nam)

t,

3. Co,sfr rting kf : C6rg ty ..6 phi, rlu'r.r'c Apimed (Dia chi: 26319 Li ThrLong Ki6t, Phrrong t5, QuAn I l, thdnh ph6 Hd Chi

Minh, ViQt Nam)

3.1. Co,sti,sjin xuft: COng ty c6 phf,n clug'c Apimerl (Dia chi: Duong Nt, cpm cdng nghiQp Phu ThAnh - Vlnh Thanh, xd

Vinh Thanh, huyQn Nhon Trach, tinh D6ng Nai, Viet Nar-n)

4. Co. s0 itflng kf : C6ng ty C6 phin Du,g,c Danapha (Dia chi:253 Diurg Si Thanh KhO, Phuong Thanh KhC Tdy, Qudn
-lharth I(r€, TP. De NEng. Vi0t Nam)

4.1. Co,sri'sin xu[t: C6ng ty C6 phf,n Du,o'c Danapha (Eia chi: 253 Dirng Si Thanh I(h0, Phudng Thanh Ift€ Tfly, Quqn

Thanh I(h6, TP. De Ning, Vi€t Nam)

Nam)

l.l. co,s0 sin xu6t: cong ty c6 phAn 23 th6ng 9 (Dla chi: I I Tin Hoa, phud'ng 14, qufln 6, thanh pn6 uo chi Minh' viet

am
NSX Jb 893 1 00284700

(vD-3 101 1-18)

I
I Batilvell Blot.nhexin

hydroclorid
0,8mg/1ml

Dung dich
t

uong

HQp i0 Ong x Z,)ml;

HOp 20 6ng x 2,5m1;

HOp 30 6ng x 2,5m1;

HOp l0 Ong x 5ml;

HQp 20 6ng x 5ml;

HOp 30 Ong x 5ml;

lHqp t0 ong x lOrnl;

lltqp zl.t dng x I0nrl;

lnOp:o ong x lornl

HQp l0 6ng x 5ml,

HQp 20 6ng x 5ml,

Hgp 30 6ng x 5ml

NSX 36 8931 10284800

(vD-2960s-18)

I
2 Liver NTB Arginin hydroclorid

1000rng/5ml

Dung dich

uong

J Cloromycetin Cloramphenicol
250mg

Vi0n n6n Lq 100 vi6n;HOP i0
vi x 10 viOn

DDVN 36 893 1 I 5284900

(YD-28246-t1)
1

4 Apimuc 200 Acetylcystein 200mg Thuerc cOrn

plia dung

dich r.rdng

HQp 20 goi x lg;
HQp 30 goi x lg

NSX 24 893 r 00285000

(vD-3 r 415-19)

I

5 Apixodin 30 Fexof-enadin

hydrocloricl 0,6%
(w/v)

H6n dich
i

Llorlg

H6plchaix30ml,
Hqp 20 goi x 5ml

NSX 24 893 I 00285 100

(vD-3260s-19)

1

6 Paclovir Acyclovir 5% lw/w) I(em b6i da FIQplmjzpx59;
HQpltuypxl0g

USP 38 24 893 1 0028s200

(vD-3 1496-19)

I



gia h?n
(S5 tllng kf

t.
da cap,

Quy c6ch tl6ng g6i

Him luo.'ng

8931 10291800

(vD-34191-20)
Vi6n n6rr

bao phirr

27,Co's0,tIing,..i,cummMinhtl6n(Diaclii:L0E2,c1uo.ngN4,kJruc6ngngiriQpHoaX6,Phuong
LOc Hoa, Thinh ph6 Nam Dinh, Tirlh Nam Dinh, ViQt Nam)

13 Celirloxime 500mg Celtrroxirn (dtroi

dqng Cefuroxim
axetil) 50Omg

Vi0n neli

bao phim
Hop 0l tiLi x 0l vi x
10 vi6n, HQP l0 vi x

10 viOn

NSX JO 8931 10291900

lvD-22940-1s)

I

27.1. C<tsri'srin xuAt: C6ng ty c0 phAn drro'c phim N'Iinh Df,n (Dia chi: Lo 82. Dtror.rg N4, Khu cong nghiep I-loa X6'

PhtLong L6c Hda, Thdnh ph6 Nam Dirrh, Tinh Nam Dinh)

27.2. cas6 sin ,u6t, congry 
"ii 

phin duqc ph6m Minh Dfln (E!a chi: L6 N8 - Ducrng N5 - Kh* c6ng nghiQp Hda X6 -

l,hrLorrg My X6 - Tlrdnh p1r6 Narrr Dinlr - Tinlr Nalrr Elnh - Vi6t Nanr)

28. Co,sii.cling kf : C6ng ty c6 phin du'g'c phim Nam Hir (Eia chi: SO +tS clucrng Hin Thuy6n, phtrong Vi Xuyen, Thanh

ph6 Nam Einh, Tinh Nam Dinh, Vi6t Nam)

2g.1. Co s6'sin xuAt; C0ng ty,c6 phin clu'o'c phim Nanr Hir (D1a chi: So 415 chro'ng Hdn Thuy6n' phr-rong Vi Xuyan'

Thdnh ph6 Nam Dinh, Tinh Nam Einh, Viqt Narn)

29. Co.sri'iling kf: Cong ty C6 phAn Du'g'c phim OPC (Dia chi: 1017 H6ng Bing, QuQn 6, TP' H6 Chi Minh' ViQt Narn)

29.1. Co.so sin xu6t: Chi nh6nh COng ty Cii phan Du'g'c ph6m OPC tai Binh Du'mrg - Nhir mfy Du'qc phdm OPC (Dia

chi: 56 09/DX04-TH, 16 z, Ap Tin Hoa, XI Ttn VTnh Hi6p. TAn Uy6n, Binh Duorrg' Vi6t Nam)

30. Co sti.ding kf ; C6ng ty c6 phin dug'c phAm OPV (Dia chi: 56 27, Eucrng 3A, Khu C6ng NghiQp Bi0n Hoa II, Phtto'ng

An Binh, Thdnh pfrO ni6n Hoa, Tinh Ddng Nai, ViQt Nam)

.]0.1. Co'sii srin xu6t: Cdng ty c6 phAn clur2'c phiim OPV (Dia chi: 56 27, Dr-Long 3A, I(hu C6ng Nghiep Bi6n Hoa II'

Pl-rtLo'ng An Binh, Thdnh ph6 Bi6n Hoa, Tinh Edng Nai, ViQt Narn)

HQp I lo x 5ml, HQP

20 lg x 5ml

DD\4\
IV

24 893 I I 5292000

(YD-22941-t5)

i
74 Ciplofloxacin 0,3% Ciprotloxacin (dirng

d4r-rg ciprotloxtrcin
hydroclorid)
15rngi5ml

Thu6c nho

,'r'rit

15 Midacemid 20112,5 Hydroclorothiazid
12,5mg; Quinapril
(duoi dang quinaPril

hydrocloLid) 20mg

Vi6n nen

bao phim
HQp 0l tiri x 03 vi x
10 vi6n

NSX 24 8931i0292i00
(vD-29798-18)

I

Siro FI6pllox30rnl;
HQpllox50ml

NSX 24 893100292200

(vD-328s8-19)

1

16 Auphecon Desloratadine

0,5mg/ml

71 Keygestan 100 Progestet'on l0(.)mg Vi0n ndn

ildt im ctao

HQp 3 vi x 10 vi6n NSX /.1 893 1 10292300

(YD-219s6-11)

1

893 1 00292400

(vD-3il43-18)
HOp 20 goi x l,69Paracetamol 325mgPaia-OPC 325mg

19 Teremazin 5 Alimerrazine (dLror

dqng Alimemazine

tartrate) 5mg

Vi0n nen

bao phim

HQp 5 vi x l0 vien,

HQp 2 vi x 25 vi€n

BP

2014

48 893 1 00292500

(vD-33161-19)
I

80 Ursocholic-OPV
150

Ursodeoxyoholic
acid l50mg

Vi0n r-rer-t

bao phirr
HQp 4 vix 10 vi6n NSX JO 8931110292600

(YD-2t34r-t4)
I

H6p 3 vi, l0 vi x l0

78 ThuOc bqt

s[ri bot

NSX 36 I
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56: 851 /QD-QLD

CQNG HoA xA HQI cHU lGH' 
EOc l6P - Tq do - H+n

Hd Nrri, ngdY t9 thdng 12 nM

QUYfT DINH
V6 viQc ban hinh Danh -tI9 80,9- thu5c, "gl{q 

t'.9-Y

t.id;;r" ttusc giu r,

cvc TRIIONG CUC QUAN r.Y ptl'

Cdn cw Luqt Dwo'c sA t OStzO t 6/QH I 3 ngav 06/41291 !: ^ 
-YgZ

cdn ca Nghi dinhla gsizfizrxb cp r:ril !s,/11/?02^1i:3"V\6ryffi'reGtAM oocLan cw t\Erlt 
i 'i 'ati'i 

chrirc ct)a B0 Y t0; ' ":' \'/r'{\7 \:7rr\

dinh chtrc,,:;r;:l;:;,ll,,ra,r,5,l!fr,i ,r, ngil, 2,6/al2o;,",i,;;; ,"p@*fr.ffi,
qary dintt chdrc ttdng, ,iii1* rr1, qurldn han vt)"rui ,du t(j chu'c cita Cr,tc Qofin lit Du'gt ---

thu6c BQ Y t€,' ,^A^. _,1 - DA t-..-*,^- t
cdn cu,Th6ng tu,s6 0B/2022/TT-BYT ngit1', 05/09/202? ciLa BQ trwong B0 Y ft

qtry dinh viQc danitq'' lwu hiuth^tht'1ic, nguyq tiQu ldm t.hu6c;

Cdn cir k€t ludn cila Hei d6ng tu vdn cdp gidy dqng W lTy ly:!--thudc'
nguyAn ti€u titnt ,i,itAr"" ai i ,e AqT ztl tqti Cong vdn s6 77/HDTV-VPHD ngdv

2t/ll/2024 cila Vd, phdng H,i dong to rin ,ap"cnxru thtt6c' ngtry*n li€u ldm

thatdc;"o"'""'Truo 
di nshi ctia Tra1ng phdng Eitng ky thu6c, CUc QLtdn lit Daqc'

QUYET EINH:

Eiou 1. Ban hdnh kem theo QLryot ctinh ndy danh mr,rc 869 thu6c, nguyen

f ieg f am ifru6;;; *rat ,rong noo. ,1rg. gia han giAy dang ky lr"m hdnh tai Viqt

Nam - 
ItJS#'#'J??u ,nur., nguyen rieu ldm thu6c s6n xu6t trong nrr6c duo-c gia

han giAy ddng ky luu hdnh hiqu h.rc 05 ndm (Phr1htc I kdm t!e9). .t
2. Danh mqc 208 thu6c sdn x,At trong nu6'c dugc gia h4n giiy dlng kf luu

hdnh hiqu luc 03 n1tm (Ph4|ac II kdm.theo)'

3. Danh mgc 35 thu6c sdn x,6t trong n*6c dugc gia h4n gi6y ddng ky l*,
hdnh hi0u 1Uc d6n 3lll2l2\Z5 (Phr,L luc III kdm theo)'
-- 

Oid" Z. Co sd sin xuAt vd co so dlng ki thu6c co tr6ch nhiQm:

i. Sa, xu6t thu6c theo dung c6c hO so, tdi liQu d5 dlng lcj' v6i BQ Y t6 vd

ph6i in hoflc d6n sO deng ky citrgc SO V te Vigt Narr c6p len nhdn thu6c'

Z. Chi duo. c san 
"*rA,, 

dira ra' luu hdnh c6c thu6c ki6m soit dfc bi6t khi co

Ciav ,nung nh4n dii;G., kien finn doanl-r clr.roc pham vi kinh doanh thu6c phai

t ie; r";i EA. uig, pht hgp vo'i ph4rn vi hoat d6ng ctra co s0 d6p irng quy clinh tai

kh"r" 5 Di6u r+:'Ngtri dinn ro 5412017n'{E-CP ngay 08/5/2011 cia Chinh phu

quy dinh chi tiOt m6t so diOu vd biQn ph6p thi harli LuQt Dugc. 
.

3. Thuc hiQn viQc c.p nhat tieu chuan chat lr,rong ctra thu6c theo quy {l"l ,ui

Th6ng nr s6 1112,018/TT-BYT ngity 041512018 cira B6 truo'ng B0 Y t€ quy dinh v6

ch6t ll:rqng thu6c, nguy€n liQu ldrn thu6c'



2

4. Thu6c dr.ro-c gia han giAy <I[ng kf ltrur hirnh-t4i Quyet dlnhndy nhung chua

nQp h6 so cap 
"hat',r-6.iiln, 

i-,an tfrra-.,1r'fr.tOrg d6n s$ dr;ng th,6c t5eo.quv dinh

ctra Th6ng tu 0l/20i871f-"eyf ngay 1'8tOf l1OtE cua BQ tru-6ng BO Y t0 thi phii

thuc hiQn rap nnai ihso cl*y ddh-t.i*diq[ O Kho.an 1Di6u 37 rh6ng tr-t sO

oZzorstrr-Byr trong thoi han 12 t#;g rc io ngay drtsc gia han gi6y d[ng kj' luu

hdnh' 
5. Sau 12 thang k6 tu ngdv kv ban hdnh Quv.t dinh ndy' :lt,'lT:lygc 

gia

trpn gi6y d6ng kj, l.ru-ha.h theo Quy6;;il-;ty iO tt uy aOi v0 nOi dung hdnh chinh

ph6i s6, xu6t vd r*i r-,Jnr-, voi c6c ,Oi i"rg aa auqc pho duyQt thay doi trong h6 so

ttu nu?. 
co so ding ki thr,r6c phai b6o d6rn duy tri diAu kiQn holt dQng trong thoi

gian liiQu tuc cua Eia; ;;r; ty ,:ly hdnh thu6c, nguyen liQu lirl1 thu6c' Trong

rruong hqp lftong *, aap uIg d, clieu kien hoqt dong, co' so ddng ki' phai co tr6ch

nhi€m thrrc hign ,r*r;;;";;; ;trs ky theo quy dirh t.i Th6ng q:"_.q8/?922lTT-

BYTtrongtho,ihan30ngdyk0tungdycosoclangkj,kh6ngcondudioukiqnhoat
dOng' , o.l r-ia-^ L^^+ AA-- nr''ro nrj. Co so, s6n xu6t thu6c phai bao dam cdc diOu kiqn ho4t dQng cu-a cy so san

*r.at trolg lrrJi rra" rriqu luc ..lu giav ddng kjr lr'*r hdnh thu5c, nguy6n liqu ldm

thu6c.
8. C6c th,6c duo-c gia han giAy clang ky lm hdnh tai Q,y6t ${ 1aV 

Auo-c

ti6p tpc sir dung rq UU'* O? aa .ai *oc khi gia han trong thoi han tdi da- 12 thitng

i.iir;eav;"q;,;;;3-A;ski qf ha, theo {r"ry dtnh t.i Phq 11c vI ban hdnh kdm

theo Th6ng tu s6 08/20221TT-BYT '."^'" ';:ffiAi 
frqp vor c6c co sd di.u tri do thr.rc hiQn theo dirng c6c quy dfnh hiQn

narn ,rC th"O. f.C'4"", theo d6i.an todn, hi6u qu6, t6c dr'lng.kh6ngL!'g-T"6n cua

;^hr5; trOn ngoOl ViQt Nan vd t6ng hgp, b6o c6o theo quy dinh tai Di6u 5 Th6rg ltt

,a ogtzozzlir-gvi c6i vo,i cac i1rroc trong Phu luc II ban hdnh kdm theo Quyct

dinh ndy..
Diou3.Quy0tdirihniycohiErrlrrcketiirrgdrykj,banhdnh.
;iil ,. bian, AO. So Y t6 c6c tinh, thdnh ph6 tnrc thu6c Trung uo'ng vd

Gi6m oar r" ,o *n xg6t va co- so'ddng ky co thu6c tpi Ei6tr 1 chiu tr6ch nhiQm thi

hdnh Quy6t dinh naY'/.

Noi nhQn:
- Nhu Eidu 4;

- BT. Ddo Hdng Lan (Ae U/c);

- TT. E6 XuAn Tuy6n (Ati U/c); ! * - .

- Crlc QuAn y - BQ Qu6c phdng, Crlc Y tC - BQ C6ng a

- Cuc Y t6 CfVf - BQ Giao th6ng vin t6i;

- T6ng Cuc Hai quan - BQ Tiri cl-rinh;

- Bdo lii0rn xd h6i Viqt Nam;

- Bg Y t6:Vu PC, Crlc QI YDCT. CLrc QLI(CB' Thanh tla

BQ, Vin phong HDTV cip GDI(LH thu6c. NLLT;
- Vi6n KN thu6c TU, Vien I(N thu6c TP. FICM;

- Tting C6ng ty Dugc Vi6t Nam - C6ng ty CP;

- C6c Benh vi6n, Vi€n co gittong bOnh tltLc thuoc B0 Y t€;

- Trung t6m rnua sdm tfip trtrng thlrOc qu6c gia:

- CUc QLD:P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;

Website;
- Lur"r:VT, DKT (C.H) (02b).

cvc rRtIoNG

Vfl TuAn Cudng



DANH MUC 626 rnu6c, xcuy.N Lrr.Du LAM .rllr-ut::t^r xuA'rRoNG NU'oc Du'qc G'o HAN G'AY

DAi;;iv l_rtu niNni4r vrpr nnn Hr[,u Luc 0s NAw - Dqr 214

(Kant theo Qttyat dittlt'a ssl /QD-QLD ngdtt 19 thang 12 ndm 2024

ctia Cttc Qtrun lY Du'7'c)

ia chi:702 Trudng

Sa, phudng 14, qupu 3, Thinh phO UO Chi Minh, ViQt Nam)

i].ffi'#r'# ffi;;ffi; "ie, 
*r--"one ry rNHH mQt thinh vi6n Dusc sii Gdn (Dia chi: so 01 vsP'

, : ^, ,, r D)-L n,,,,.,',.,, \/iA+ NIrrr)

iJ;,ilii,i|, ffi;;,;;;;;;r;;,ruoo,., priud,g Binh H,q trrenn pno rhuan An, tinh Binh Dno-,g, vi€t Nam)
ffi

2. Co s6'tling kf: C0ng ty c6 phfrn 23 thirng

3. Co'so ding I

NOi, Vi6t Nam)

3.1. Co sri srin xuft: C6rg ty c6 phAn tluqc phfrm Nam Hi (Eia chi: SO +t S, ducrng Hin Thuy6n, phud'ng Vi Xuy6n, thdnh

ph6 Nam Dinh, tinh Nam Dinh, Viqt Nam)

4. Co sii tling liy: C6ng ty c6 phin Du'r.rc - Vil ttt y

quy cacn il6ng g6i Ti6u
chuAn

Tu6i
thg

(th6ng)

56 tlnng kf
gia hqn

(56 tling kf
l.

da cap,

SO

l6n

gia
han

STT TOn thu6c Hogt ch6t chinh -
Him lu'gng

D4ng bio chO

(6) (7) (s) | (e)

chil 702 Trudng1 (2) (3) (4) (5)

gsoJ,
NSX 36 893r00197800

lvD-21427-t1)

I

I Cinnarizine RVN Cinarizirr 25rng Vi0n n6n HQp 3 vi x I0 vten

2 Lil extencl Clopidogrel (clr"roi

dqng Clopiclogrel
bisr.rlfat) 75mg

Vi0rr n6n bao

phim

I-{op 2 vi x l0 vi6n NSX 36 893i 10197900

(vD-223t4-ts)
I

HQp 2 vix 10 vi€n NSX 36 B93l 10198000

(vD-2ss46-16)

I
3 Mecasel 15 Meloxicarn 15tng Vi6n n6n

4 Mecasel 7,5 Meloxicarl 7,5mg ViOn n6n H6p 2 vi x l0 viOn NSX 36 893r 10198100

(vD-2ss47 -16)

I

5 Repamax 650 Paracetamol 65Omg Vi6n n6n bao

phirn

H6p 10 vix I0 vi6n DE\TN
IV

48 893 100198200

(YD-21428-t1)
I

2X[rr"," 9 (Ditichi: t1 TAn Hoa, Phuo'ng 14, Qufn 6, Tp' H6 Chi Minh, ViQt Nam

2.1. Co,sd'srin xu6t: cong ty cii phf,n 23 th6ng 9 (Dia chi: 11 T6n Hoa, Phuong 14, QuAn 6, Tp' H6 Chi Minh' viet Nam)

6 Ibulivi Ibuprot-en I00mg/5nl H6n dich u6ng HQp 10 g6ix 5ml

HQp 20 g6i x 5rnl

H6p 30 goi x 5ml

NSX 36 893 100198300

(vD-32601-19)

I

1 lronagar-r Ivt5i tOmlch[La: DOng

(clutri clang c16ng

gluconat) 0,7rng;

Mangan (duo'i d4ng

mangan gluconat)

1,33mg; Sit (du6i

dqng sit gluconat)

50mg

Dung cllch

Lrong

ll6p l0 ong, 20 6ng,

30 ong x lOml

NSX 36 893100198400
(vD-32602-19)

I

3. Co's0 tling kf: C0ng @.ti, so ts. t6 sl, phuongQuanHoa, quf,n GiAy, thdnh HA

8 Bentbheal 150 Bentbtiamine 150tug Vi0n n6n bao

phira

HQp3v
H6p6v

x
x

0 vi6n;

0 vi6n

NSX 36 893 1 10198500

(YD-32604-19)
I

9 Denreusyn Donepezil HCI 5rng Vi€n n6n FI6p 3 v

H6p 5 r,
x
x

0 vi6n;
0 vi6n

NSX 36 893 1 r0198600
(vD-18670-13)

I

l0 Dusoclril 300 l-hioctic acicl 300mg ViOn nang

citng

Hgp3vix
HQp 6 vix

0 vi6n;

0 vi6n
USP

hiqn

hhnh

36 893 I 10198700

(vD-28774-18)
I

ttr'yt6.I.Irrrnhlt6a(Diactli:S6232'TrAnPhrr,phuongI-amSoll.].hr\nlr

ph6 Thanh H6a, tinh Thanh Ho6, Vi0t Nam)



Ti6u
chu6n

Tu0i
thg

(th6ng)

56 tlIng t<f

gia h4n
(56 d[ng xi

i.da carD

S6
-).lan

gia
han

ST't TOn thu6c Ho4t ch6t chinh -

Him luqng
Dqng biro chO Quy citrch dOng gol

I (2) (3) (4) (s) (6) (1) (8) (e)

t96 Hypedalat Lacidipin 4mg Vi6n n6n bao

phim

HQp 3 vi, l0 vi x l0
vi€n

NSX 36 8931 10217300

lvD-34192-20)

I

t91 Amedtonin 2 Rispericlon 2mg Vi6n n6n bao

phim

FIQp 3 vi x 10 vi6n;

HQp I0 vi x l0 vi6n;

chai 1 00 vi6n

NSX 36 893 1 10217400

(vD-34189-20)
I

hAn m Me Di Sun Dia chi: 56 521, Khu ph6 An Lo-i, Phr"Long Hoa Lo-r, I lrr

B5n Cdt, Tinh Binh Duong, Vi6t Nam)

20

SS. Ca ra tling kf: C0ng ty c6 phAn du'o.'c p

35.1. Co'sii's:ln xufft: C6ng ty c6 phin clu'o. c phflrn N'le Di Sun (Eia chi: 521 l(hu ph6 An Lgi' Pl.rtLong Hoa Lo-i, Thi xd B€n

Cht, Tinh Binh Duong, Vi6t Nam)

36. Co sii,dlng kf: Cong ty C0 phan Dutlc phflm Medbolide (ula chl

duong Ba Th6ng Hai, phuong 15, qufln 11, Tp' HO Chi Minh, ViQt Nam)

36.1. Co s0 siin xu{t: C6ng iy 
"6 

plrau du'g'c Medipharco (Dia chi: 08 Nguy6n Tnrdng TQ, Phuong Phu6'c Vinh, Thdnh pho

Hu6, Tinh Thua Thi6n Hu6, Vigt Narn;

36.2. Ca s0 sin xu6t: C0ng ty cd phin du'qc p

Ilen Cat, tinh Binh Duong, Vi6t Narn)

g kf: C0ng ty cd phfln Du-oc p
'l'ht)nh ph6 Nam Dinh, tinh Nanr Dinh, ViCt Nam)

37.1. Co'sri'srin xudt: COng tv c6 phin Du'g'c phAm Minh D0n (Dia chi: LoE2, Dud'ng N4, Khu cOng nghiCp Hoa X6,

I'hudng LQc Hda, Thdnh phO Nam Dinh, Tinh Nam Dinh, Vi6t Narn)

r98 Gucanat M5i lOrnl chira: D0ng

(duo-i dqng ddng
gluconat) 0,1m9;

Mangan (du6'id4ng
mangarl gluconat)

1,33mg; Sdt ldiro-i
d4ng sit gluconat)

50mg

Dung dich

uong

HQp 20 6ng x 10ml NSX 36 893 1 10217500

(YD-31162-19)

I

r99 Myspa Isotretinoin 1 0nrg Vi0n nang

meI]l

H6p 03 r,i x 10 vi6n NSX Jb 893110217600

(vD-22926-t5)
I

200 Immulimus 0, Io% l'aololitnus 0.00 I g/ I g ThLr6c r.nd HQp I tr"rj,p x 10g;

HQp 1 tufp x l2g;
HQpltuypxl5g;
H6p 1tufpx20g;
HQp I tuypx25g;
H6p1tu!'px30g

NSX -io 893110217700

IYD-26879-17)

I

36. Co sii, tllns kf: COn CO ph0n Duqc m Medbolide Eia chi: Phong 09, lAu 10, tda nhd The EverRich l, s6 968

201 Menzag Diflorason diacetat

0,05% (w/w)
Thu6c md b6i

da

H6p 0l 1si,p x l0g,
HOp 0l tuvp x I59,

FIQp 0l tuj,p x 30g

NSX 36 893r r0217800
(YD-34t91-20)

I

Crv sii sfrn xudt: C0ns tv c6 phAn du'oc ph6m Me Di Sun (Eia chi: 56 521, kh ph6 An Lgi, phuong Hda Lo'i, thi xd

202 Carnoas Flavoxate
hydrochloricle 200mg

Vi0n n6n bao

phirn
HQp 3 vix l0 viOn USP 38 36 893 I r0217900

(vD-2s20s-16)
I

203 Locgoda 0,1% Mometason furoat

I5mg/l59
Kcm boi da H6p 01 tuj,p x 159 NSX 36 8931002r8000

(vD-34198-20)
I

37. Co s0 dln C m Minh Dffn Eia chi: LO E2. Dur:ng N4, KCN Hoa Xa, Phuong LQc Hoa,

204 Celhdroxil
l000mg

Cefadroxil (drLoi

d4ng cefadroxil
monohydrat) 100Omg

Vi6n n6n bao

phirrr

tlQp 10 r,i x 10 vi6n NSX 36 8931102r8100
(vD-34199-20)

I



2t
Quy c6ch tl6ng g6i f reu

chuAn

TuOi

thg
(thing)

56 ttlng trf
gia h4n

(56 d[ng kf
I.

da cap,

S6

lAn

gia
han

STT TOn thuOc Hoqt chit chinh -
Him lu'qng

Dqng bio chG

il) (z) (3) (4\ (s) (6) (7) (8) (e)

205 Arnoxicilin/Acicl
clavulanic
500112s

Acid clavularric (diug
dqng kali clavr"Llauat t'
avicel ti 16 I : 1)

125mg; Amoxicilin
(dirng clqrng

Ar.noxicil in trihYdrat)

500rng

Vien nen bao

phira

HQp ltui xZYixJ
vi6n

NSX 24 893r 10218200

(vD-31778-19)

I

206 Cefhdroxil
250mgi 5ml

Cefadroxil 25Omg/5ml Bot ptra h6n
:

tLch rtotrg

HQp 01 ls x 60ml NSX 24 8931 10218300

(vD-19893-13)

1

201 Cefi'amid 1000 Cephalexin (dang

cephalexin
monohydrat) 1000mg

Vi0u n6n bao

phirn

H6p 02 vi x 07 vi0n NSX 36 893110218400

(vD-22938-15)

I

2. Co s6'slin ty c6 phAn DuEc Nlt,rh Da, ( .Dt. .hi: L6 N8, <lttong N5, khu c6ng nghi6p Hoa X6'
37 C0ng ty cd p

phnong My Xa, thdnh ph6 Nam Dinh, tinh Naur Dinli, Vi0t Nam)

38. Cn sii ding kf: COng ty C6 phfrn Dtrg'c phffm OPC (Dia chi: 1017 HOng

Minh, ViQtNam)

3g,1. Co, s0 srin xu{t: Chi nhdntr COng ty c6 phAn du'g'c phAm OPC tai Binh Du'ong - Nhi miy dug'c phffrn OPC (Dia

ohi: 56 09/EX04-TH, T6 7, Ap TAn Hoa, Xd T6n Vinh Hi€p, Tdn Uy0n, Binh Duong, ViQt Nam)

208 Cet'metazol 0,5g Cefmetazol (dr"r6'i

dang cefmetazol

natri) 0,5g

Thu6c bQt

pha ti6m

FIOp l0 lo. loai l5ml NSX 36 893 r 102 18500

IYD-34200-70)

L

209 Cotrirnoxazol
800/ 1 60

Sr.rlfamethoxazol

800mg; Trimethoprim
16Omg

Vi6n n6n Hgp l0 vix l0 vi6n NSX 36 893110218600
(vD-3420r-20)

l

2r0 Lopelamid 2mg Loperamid
hydroclolid 2mg

Vi€n nang

oiurg

HQp l0 vi x l0 viOn DEVN 36 893100218700

(YD-2s12t-t6)
I

211 Loxoprofen 60mg Loxoprof-er, natri

60mg

Vi€rr n6n H6p l0 vi x l0 vi€n,

vi nh6m/ PVC

NSX 36 893100218800

(vD-30436-18)

I

212 Natri clorid 0,9% Natriclorid 0,9%

(w/v)

Thu6c nh6

n-,it, tlr.,6.
nh6 n-riri

HQp 01 lo x 5ml

hoac 10m1, HOp 20

19 x 5ml ho4c 10ml

DDVN
V

24 893100218900

lvD-22949-rs)

I

213 Ofloxacin 0.3% Ofloxaoin l5mg/5nil DLrng dich
nlio mit

HQpllgx5ml,
HQp 20 l9 x 5ml

NSX 24 8931 15219000

(vD-23602-ls)
I

214 Piperacilin 1g Piperacilin (clrroi

dang Pipclacilin

natLi) 1g

Tliu oc b0t

pha ti0nr

Hqp 10 lq, loai l5rnl NSX 36 8931 10219i00
(vD-26908-17)

I

215 Iriracetarl 400mg Piracetam 400mg Vi6n n6n bao

phim

HQp l0 vi x l0 vi6n NSX 36 893r r0219200

(vD-34206-20)

I

216 Qr-rinapril lOrng QLrinapLi I (clLro i darrg

Qurnapril HCl) 1Oug

Vi€n n6n bao

phim
Hop I tuti x 03 vi x
10 vi6n

USP

2024

24 893 r 10219300

(vD-30439-18)
I

211 Ramipril 1Omg Ramipril lOmg Vi0n neu HOp 1 tiri x 03 vi x
10 vi0n

NSX AA
LI 8931 10219400

(YD-34201-20)

I

218 Vitamin B12

lmghl
Cyanocobalamin

Img/lml
Dung dich

ti6rr
HQp 100 6ng x lml NSX 24 893 1 10219500

(vD-23606-15)

1

n m OPC (D chi: t0t] Bang, Phtrong 2, Qufln 6, Thanh p Clii

219 Ethanol 90% Etlrariol 96% 56.25n1 Dr.rng dich

dr\ng ngoAi

Chai 60ml NSX 36 893 r 002 19600

(vD-19398-13)

I



Z6

@C6 phin Drro.'c ph6rn'l'hicn D:rt (

FIdi DOng, Ha NQi, Vi6t Nam)

4j.1. Co,sii, s6n xu6t: Cdng ty c6 phin cIu'r2'c ph6m Trung u'ong 2 (Dla chi: Le) 27, khu c6ng nghiep Qtrang Minh, thi tr6n

Quaug Minh, hr.ryQn M0 Linh, thdnh ph6 HA NOi, Vi0t Nam)

48. Co's6'ding kf: C0ng ty cti phAn Drrqc ph6m '[hu.1n 'thirnh (

Hoa, QLrin Ciu Gi6y, Thdnh ph5 Hd NOi, Viqt Narn)

48.1. Co'sti sin xu6t: COng ty c6 phin Dug'c phArn Minh Din (Dia chi: LO N8, Dutrng N5, Khu c6ng nghigp Hoa X6,

Phuo'ng My X6, Thdnh ph6 Nam Dinh, Tinh Nam Dinh, Viqt Nanr)

+y. C1r sri cling liy: C6ng ty c6 phiin rlu'r2'c phdm'l'iphirrco (Dia chi: I-o 08. 09 Cqm COng nghiOp

,t9.t.Co'sti'srinxuit:C6ngty,c6phindu'g'cphim'[ipharco(Diachi: l5DOcBinhl(i6u,Phttong2.TP.MyTho,Tinh
Tidn Giang, ViQt Nam)

6ng kf: Cdng ty c6 phAn duqc ph6m Trung uong 2 (Di g, pnllolig

Hai Bd Trung, thdnh ph6 Hd NOi, Vi6t NanT)

50.1. Co s6'srin xu6t: C0ng ty cd phAn du'g'c phim Trung u'ong 2 (Dia chi: Ld 27, khu cdng nghiQp Quang Minh, thi tr6n

Quang Minh, huy6n M6 Linh, thdnh ph6 He NOi, Vi6t Narn)

Ti0u
chuAn

Tu0r

thg
(thing)

56 ttlng tf
gia h4n

(Sii tl6ng kf
I.

oa caDf

S6

lAn

gia

han

STT TGn thu6c Ho4t ch6t chinh -

IIim luqng
Dgng bio chO Quy cich tl6ng gOi

I (2) (3) (4) (s) (6) (7) (8) (e)

210 -t'enafbtin 1000 Cefoxitin (du6i dang

Cefoxitin natri)
100Omg

Thu<-rc bQt

pha 1i0rn

I-{op I lq thuoc bot
pha tieur: FIQp l0 l9
thu6c b6t pha ti€n.l

USP 41 36 893110224700
(vD-23019-15)

I

n ," I'htA, L-l,,il (D," cl.,i, 54- TT4C l(hu c16 ttri Vds Qu6n, YCn Phirc, Pl.ritc La.

211 Bizrani M6i 5ml h6n cllch sau

pha chira : Cefprozil
(dr.r6'i dan g Cefprozil
monohydrat) 125mg

Thu6c bOt

pha h5n dlch
Liong

l'lerp I lq x 20.3g, d€

pha 45nrl h6n clich;.
H6p 1 lo x27,lg,d€
pha 60ml h6n dich; 

,

H6p 1 lq x 40,69, d6

pha 90ml h6n dich

NSX 24 893 1 10224800
(vD-33659- l9)

I

'l'I",,i,l Tki,,h lEia chi. So D.ftYANguyEn Ngoc Vii, Phuctng Trung

212 Febuxostat 40 Febuxostat 40mg Vi6n n6n bao

phim
HQp 03 vi x l0 vi€n,

Hop 1 lo x 30 vi6n
NSX 36 8931.10224900

(vD349-20)
I

d 'l'irrhirrco (Dia chi: I-o 08. 09 Cqm COng nghi0p va u thir c6ng nghiCp

'Inn My Chrinh, Phuong 9, TP. My Tho, tinh Ti6n Giang, Vi0t Nam)

213 Amoxicilin

500mg

Arnoxicilin (cluoi

dang amoxicilin
trihydrat compacted

514mg) 500mg

Vi6n nang

cirng

HQp l0 vi x l0 vi€n;

chai 100 vi€n; chai

200 vi6n

NSX 36 893 I r 022s000

(YD-34244-20)

I

214 Cefbenat 500 Cefuroxim (duoi

dpng Ceflrroxim
axetil) 500mg

\ri6n n6n bao

phinr

HQp2vix5viOn;
HQp 2 vi x l0 vi6n;
I{Qp 5 vi x l0 vi6n

NSX 36 8931r0225100
(vD-32889- l9)

I

275 Paindol extla Ibr.rprof-en 20Omg;

Palacetamol 325mg

Vi6r-r n6n H0p 2.5 vi x 20 vi6n;
H6p I chaix 100

vi€n; HQp 5 vi x 20

vien; HQp l0 vi x l0
vi€n

NSX ,() 893100225200
(YD-26269-t])

I

216 Tiphaprim 960 Srilfamethoxazol

800mg; Trimethoprim
l60mg

Vi0n ncn HQp 10 vi x 10 vi0n;

chai 100 vi6n

NSX 36 893 I 1 0225300

(vD-34248-20)

I

50. Co scv tI hfln m Trung uong 2 a chi: 56 9 TrAn Tli6nh T6ng, phr"rong Bach uall



Kv bor CUC QtiiN
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Co qrun: B0 Y l El

Nciv kii 19. l:-
zizi tAr?22
+07f0 CQNG HOA XA H9t cHU NG

DQc IflP - Tq do - H4
YT6

cvc QUAN L* DUqc

56: 851 /QD-QLD Hd N|i, ngiry 19 thdng tz

QUYTT DINH
VdviQcbanhinhDanhmgc869tr'"6","g"v0nliQuln3@::?:
,;;;il;;o"'q" 

"" 
na, gi6y tlslq ry i*" !l4lu'-vrk$@B(214

ctlc TRIIONG CVC QUAN ffi o

Cdn cw NShi dlnh so 95/2()ZZ/ND-L:r lgay !)./11/z
dinh chdrc ndng, nhi€nt w,t, qlqten han vd cct cau t6 chdrc cua

Cdn cu'Outt€r dtnh s6 1969/QD-BYT n,qcilt 26/4/2023

thuac'rX{ 
Ji'rr6ng tw ,a oa/zozz/rr-Byr,gity 05/0e/202? cila 86 ffW@w*Yffi"A'*A

quydinhviQcddnglq)laruhitnhthrtoc,nguy€ltliQulamthu6c,.
Cdn cir k€t ludp da H6i d6ng nr t,dn cap giiilt dd.ng lqt lurtt hdnh thu6c,

ngtry€n ti€u tdm thu6c - BO Y ft di 214 tqti Cg"S vdn s6 7q/HDTV-VPHE ngdy

21/11/2024 cr)a Vdn phdng H\i do,nS ta virn ,apbOrcfH thu6c, nguy€n liQu ldm

thtt1c;
Theo di nghi cira Trwong phdng Ditng lqt thu6c, CUc Qwdn ly Duqc.

QUYET DINH:

Di6u 1. Ban hdnh kdm theo Quyet dinh ndy danh mgc 869 thu6c, nguyen

liQu ldm thu6c sin xuAt trong nu6c duoc gia han giAy ddng ky luu hdnh tai Vi6t

Nam - DotZl4, cu th6:

1. Danh 1611trc 626 thu6c, nguy6n liqu ldm thu6c sin xu6t ffong nuoc duoc gia

h4n gi6y ddng kjz luu hinh hi.Qu lr".rc 05.ndnt (Pha l1c I kdm theo).- 
i.Danh mr.rc 208 thuOc ,an 

^.,6t 
trong nu6'c duoc gia hpn gi6y dang kf luu

hdnh hiqu ltrc 03 ndm(Phw l:.Lc'll kdm,theo).

3. Dalh mrlc 35 thg6c s6n xuit trong nnoc dugc gia hpn gi6y d[ng ky luu

hdnh hiqu h,rc d6n 3lll2l2o25 (Phtt tqLc III kdm theo).

Oieu Z. Co so sdn xuAt vd co so ding kj' thuoc co trdch nhiem:

1. SAn xuat thu6c theo clung c6c h6 so, tdi liqu dd ddng kj' v6i B0 Y t0 vd

phAi in ho{c d6n sO dang ky clugc eO V tC Viet Nam c6p 10n nhdn thuOc.

2. Chi duoc san-*.,at, dua rahnr hdnh c6c thu6c ki6m so6t ddc bi€t ktri co

Giay chung nhan du di6u (ien nnn doanh drroc phpm vi kinh doanh thu6c phii
ki0m so6t Oat UiOt phri hgp v6i phpm vi hoat clQng cua ccv sd d5p ung quy dinh tpi

khoin 5 DiAu 143 Nghi dinh s6 54l20l1lNE-CP ngdy 08/5/2017 c'ia Chinh phu

quy dinh chi tiOt mOt s6 di€u vd biQn ph6p thi hdnh Lupt Dugc.

3. Thgc hiQn viOc cQp nhAt ti€u cliuAn ch6t luong cua thu6c theo quy clinh tai

Th6ng fLI sO 1 l,lz}|}lTT-BYT ngAy 04/5/2018 cira Bo truo'ng B0 Y t0 quy dinh v0

ch6t lirong thu6c, nguyen liQu ldm thuoc.
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4. Thu6c duo-c gia han giAy dlng kj' ltruhdnh-tqi Quydt dilh.ndlnhung chua

n6p li6 w"ap nna, nQi dung r-rl.ran thu6-c, io huong ddn str dqng thu6c- tlr-eo.qr1y dinh

"ri, 
fnO,lg n OttzOiglff--Bvf ngdy 1B/0 rlzole cua BQ truong B0 Y tC thi pha.i

thr,rc hiQn c6p nhat theo quy dinh tai di6m b Khoin 1 Ei6u 3l^ Tlgng hr s0

OUZOI}ITT-BYT trong tt oif,a, 12 thdngk€ tu ngdy duoc gia hqn giay ddng kj' luu

hdnh.
5. Sau 12 thingke tir ngdy lry ban hinh Quyat dinh ndy, c6c thu6c duo-c gia

rran giav aang [i, i".,-hdnh theo euy6t dinh ndy co thay o9i v9 nqi d11g hdnh chinh

pf,ai"ran *.r6i,ra hnr hdnh voi c6c nQi dung dd cluoc phe duyQt thay c16i trong h6 so

gia han.
6. Co sd d5ng kj'thuoc phai bdo dim duy tri dieu kiQn hopt dQng trong thoi

gian hiQu lpc cira giay Ae"g i.i t.ry hdnh thu6c, nguy6n liQu ldrn thu6c. Trong

i*orrg tr-o. p i<trong .6., aap trng d" di6* kiQn hoat d6ng, co so^ddng kj' phf,i co tr6ch

nhiqn;thrrc hiQn thay d6i-co 16 darg ky theo quy dfnh t4i Th6ng t1"so. o,slllzzlTT-

BYT trong thoi hqn 30 ngdy kd tir ngdy co so d5ng kf kh6ng con du di6u kion hoat

c10ng.

l. co so san xu6t thu6c phai bao dam c6c di6u kiqn ho4t dQng cua co so sin

*uat t.ong lnJi nan hiQu llrc cua gi6y ddng k! ltru hdnli thu6c, nguyen 1i0u ldm

thu6c.
8. C5c thu6c duo-c gia hqn giay d[ng kj' lug hdnh tai Qly0t dfnh ndy drro' c

ti6p ruc sir dung sO dang ki da cip tr-Lroc khi gia han trong thoi hqn tdi da 12 thing

k6iu ngdy d"q".cAp rO Oang kj,gia han theo qr"ry dlnh tai Phu lpc VI ban hdnh kdm

tlreo Th6ng tu sO 08/20221T1'-BYT..
g. ph6i hqp v6'i c6c co so'didu tri dC thgc hiQn theo dirng c6c quy dinh hiqn

hdnh vd thu6c kC don, theo cl6i an todn, hiQu qui, t6c dung l<h6ng ,gng mu6n cta

thu6c tren nguo'i ViQt Narn vi t6ng hop, b6o c6o theo quy dinh t4i Di6u 5 Th6^ng tLI

sO OSIZOZZIif-gyf AOi vO'i cfc thu6c trong Phu luc II ban hdnh kdm theo Quy0t

dinh ndy.
Di6u 3. Quy0t clinh ndy co hiQu lr.tc k0 tri ngdy lcDi0u 3. Quy0t clinh ndy co hiQu lr.tc k6 tri ngdy lcj'ban hdnh.

Di6u 4. Cia," doc So: Y tC c6c tinh, thdnh ph$ tnrc thu6c Trung uong vdDi6u 4. Gi6m doc So'Y tC c6c tinh, thdnh phO tnrc thu6c Trung uong vd

Gi6m d6c co scr sdn xuit vA co so clang ky co thr.r6c tai Di6u 1 chlu tr6ch nhi6m thi

hdnh Quytit clinh ndy.l.

Nai nhQn:
- Nhu Di6u 4;
- BT. Ddo H6ng Lan (de blcl;
- TT. D6 XuAn Tuy0n (cl€ b/c);
- C1rc QuAn y - BQ Qu6c phong, Cuc Y te - B0 C6ng an

- Cuc Y t6 Cfvf - BO Giao thong vqrn tdi;

- T6ng Ctrc H6i quan - BQ Tdi chinh;
- 86o hi0m xd hQi Vi0t Nam;
- B9 Y tr5:Vg PC, Cgc QI-YDCT, Ctlc QLKCB, Thanh tra

BQ, Vdn phong. HDTV cdp GDKLH thu6c, NLLT;
- Vipn KN thu6c TU, ViEn KN thu6c TP. HCM;
- T6ng C6ng ty Duo.'c ViQt Nam - C6ng ty CP;

- C6c Benh vi6n, ViQn c6 gir.rd'ng b6nh ttrc thuQc BQ Y t6;,^ .
- Trrtng tAm mua sim tap trung thtr6c qtr6c gia;

- CUc QLD:P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;

Website;
- Luu:VT, DKT (C.H) (02b).

Vfi Tuffn Culng

ail!nir

CUC TRTIONG
,f'::j:-:1\
-,/ \,1



Phg lqc I
rlANn MUC 626 THUOC, NGUYflN LIEU LAM THUbC SaN xuAr TR9NG NUOC DUqC GIA H4'N GIAY

oAxi K''i LrrU HANH rAI vIpT NAM HIEU LtI. C 0s NAM - DOT 214

(Kdm ttteo Qtq'e1 6i'" sa gS t /QE-QLD ngay 19 ttrdng 12 ndnt 2024

ctia Cuc Quan $ Dryc)

Dugc Sii Gdn (Eia chi:702 Trudng

Sa, phuo'ng 14, quAr-r 3, Tliinh pnO HO Chi Minli, Vi0t Nam)

l.l. Co'sri,sin xuft: Chi nh{nh Resrrntis Vi6t Narn-C0ng ty TNIII{ mdt thinh viOn Duqc Sii Gdn (Dia chi: S0 0l VSIP,

rluu1g s6 3, kliu c6ng nghiep Vi6t Nam - Singapole, phuong Binh Hoa, thinh ph6 ThuAn An, tinh Binh Duong, Vi0t Nam)
ffi

2. Co'sr}tl[ng kf : C0ng ty cO phAn 23 th6ng 9 (Di

lng kf

3.1. Co' sri' siin xuit: COng ty c6 phin cltrg'c phim Nam IIi (Dia chi: SO 4l 5, cluong Hdn Thuy€n, phtrong Vi Xuy6n, th.inh

ph6 Narl Dinh, tinh Nam D!nh, Vi6t Narn)

ng kf: C6ng ty c6 phin Duqc - Vit tu'y

STT TOn thuOc Hogt chAt chinh -
Him lug'ng

D4ng bio chd Quy c6ch cl6ng g6i TiOu
chuin

Tud I
thg

(thing)

56 tlnng kf
gia h4n

(S5 tling kf
tln c6p)

S6

l6n

gia
han

(1) (2) (3) (4\ (s) (6) 0\ (8) (e)

I Cinnarizine RVN inarizin 25mg Vi6n n6n HOp 3 vi x l0 vi6n NSX 36 893i00197800
(vD-27421-t7)

I

2 Lif'extend Clopidogrel (duoi

dqng Clopiclogrel
bisulfat) 75mg

Vi6n n6n bao

phim

H6p 2 vi x l0 vi0n NSX 36 893r r0197900

IYD-22314-t5)

I

3 Mecasel 15 Meloxicanr l5r-ng Vi€n ner.r HQp 2 vi x l0 vien NSX 36 893110198000
(vD-25s46-16)

1

4 Mecasel 7,5 Meloxicam T,5mg Vi0n n6n H6p 2 vi x l0 vi6n NSX 36 893r 10198100
(YD-2s547-t6)

I

5 Repamax 650 Palacetamol 650rng Vi6n n6n bao

phirn

FIQp 10 r,i x 10 vi6n DDVN
IV

48 893 r00198200

(YD-27428-11)

I

a, Phuons 14, Qu0n 6, Tp' H6 Chi Mi,h, Viqt Nam)

Z.t. Co,sri'srin xuf t: COng ty c(i phnn 23 thring 9 (Dia chi: 1 I -tan H6a, PhLrong 14, Qr'rdn 6, Tp. HO Chi Minh, Vi6t Nam)

6 IbuIvi Ibnprofen 100mg/5mI Hdn dich u6ng HQp i0 goi x 5ml;

HOp 20 g6ix 5ml;
HQp 30 goix 5ml

NSX 36 893 100198300

(vD-32601-19)
1

1
'Ironagan Vt6i t0mlchira: DOng

(cluoi dang tl6ng

gluconat) 0,7lng;

Mangan (duoi dgng

flrangan gluconat)

1,33mg; Sit (clr.roi

dqng sit gluconat)

5Omg

Dung dich

uong

HOp l 0 6ng, 20 6ng,

30 6ng x lOml

NSX 36 893r00198400
(vD-32602- r 9)

I

3. Co's6'tllne kf: C6ng @-rm(Diachi:S0ts,t6sl.phuorrgQtranHoa,quAnCArrGiAy,thdntrphe I-la

NOi, Vi6t Nam)

8 Bentbheal 150 Benfotiamine 15Omg Vi6n nen bao

phim

Hop 3 vi x 10 viOn;

HOp 6 vi x 10 vi6n

NSX JO 893 1 10198500

(vD-32604- r9)
1

9 Demensyn Donepezil llCl 5rng Vi0n nen Hdp 3 vi x I0 vi0n;

H6p 5 r,i x 10 vi6n

NSX 36 893 I 10r98600

(vD-18670-13)
I

10 DLrsodril 300 Tliioctic acid 30()mg Vi0n nang

cirng

H6p 3 vi x 10 vi6n;

H6p 6 vi x 10 vi6n

USP

hiEn

hdnl-r

36 893110198700

(vD-28774-i8)
I

Co'sti'd VA tu'v t0 Thanh H(ra (Dia chi: 56 232 TrAn Pl:rul, phuong Lam Son. Thd h

pho Thanh Hoa, tinh Thanh Ho6, Vi6t Narn)

phuon



Ti6u
chuAn

TuoI

thg
(thing)

s5 aang t<Y

gia h4n
(Sii tlnng tf

tld c6p)

S6

Ifrn
gia
han

'T'
TOn thu6c Ho4t chit chinh -

Him luqng
Dgng biro chd

(4\

Quy cich dOng got

(s) (6) (7) (8) (e)
(l) (2) (3)

H-6. p 3 vi, 10 vi x l0
vi0n

NSX 36 8931 10217300

uD-34192-20)

I

r96 Hypedalat Lacidipin 4rng Vi€n nen bao

phirr

fHsp : vi x l0 r'icn:

lHop ttt vr x l0 vicn;

lchai l00 vi6nt,
Dia chi: SO 521. Klttt

NSX 36 893110217400
(vD-34189-20)

I

l9'7 Amedtonin 2 Risperidon 2rug Vi6n n6n bao

phirr

A" Lo.'i, Plr!,'d'"tHoa Lo-i. Thi xd
h m Me Di Sun

20

@phAnduo.'cPh
B€n C6t, Tinh Binh Dnong, Vi6t Nau)

35.1. Co sO sin xu6t: COng ty cd phAn dug'c ph6m Me Di Sun (Dia chi: 521 Khtr phO An Lgi, Phtrong Hoa Lgi, Thi xd B6n

fliit, Tinh Bir.rli Dtrong, Vi6t Natn)

-16. Co' g kf: C0ng tY C0 P

cluo-ng Ba Th6ng Hai, phuong 15, quAn 11, Tp' HO Chi Minh, ViQt Nam)

36.1. Co so sin *u6t, COngiy .6 pfriin tlu'qc Mettipharco (Eia chi: 08 Nguydn Tnto'ng T0, Phudng Phuoc Vinh' Thdnh ph6

Hue, Tinh Thua Thi6n Hu6, ViQt Narn;

36.2. Co' COng ty c6 p

B6n CAt, tinh Binh Duo-ng, ViQt Nam)

:z Co;iO tl5ng kf : COng ty c6 phin Du'g'c p
-l-hAnh ph6 Narn Dlnh, tinh Nam Dinh, ViQt Nam)

37.1. Co. s0 srin xuit: COng ty cii phin Du'g'c phAm Minh Din (Dia chi: Lo E2, Duong N4, Khu c6ng nghiQp Hda X6'

Phudng LQc Hda, Thdnh ph6 Nam Dinh, Tinh Nam Dinh, Vi6t Nam)

HOp 20 6ng x 10ml NSX 36 893 1 10217500

(vD-31762-i9)
I

198 Gucanat M5i tornl chira: D0ng

(c1u6'i dqng d6ng

gluconat) 0,7mg;

Mangan (du6idang

mangalt glucottat)

1,33mg; Sdt lduoi
d4ng sdt gluconat)

)umg

Dung clich

uong

199 Myspa Isotretinoin l0mg Vi0n r.ratrg

mem

HQp 03 vi x l0 vi0n NSX 36 89il 10217600

(YD-22926-Is)

I

200 lmmulimus 0,1% Tacrolimus 0,001g/1g Thu6c ntO H9p

H0p
H0p
H0p
H0p

H0p

tufp x 10g;

tuyp x 12g;

tuyp x l59;
tuj'p x 20g;

tuyp x25g;
tujzp x 30g

NSX 36 893 I 10217700

(vD-Z6879-17)

I

f q,,O, nhd The EverRich 1, s0 968dbolide (Dia chi: Phong 09' I

201 Menzag Diflorason diacetat

0,05% (w/w)

I - r ^'I lluoc l1'ro Dol

da

H6p 0l tr"ryp x l0g,
HOp 01 tu1,'p x l5g,
t-Iop 0l tulp x 30g

NSX 36 893110217800
(YD-34t91-20)

I

sii si'n xuAt: COng ty c6 phf,n du'g'c p rirn N{c Di Sun (l)ta r:lti: So )ll.lillr-l pllo All LOI, ptlLlullB rrud Lv

202 Camoas Flavoxate

hydrochloride 200tng

Vi0n n6n bao

phirn

HQp 3 vi x l0 vi6n USP 38 36 893l 10217900

(vD-2520s-16)

I

203 Locgoda 0,1% Mometason furclat

15mg/l5g

Kem b6i da Herp 01 tuvp x l59 NSX 36 893100218000

(vD-34198-20)

I

Ir m Minh Din I)ia chi: L0 E2. Euong N4, I( lN Hoa (6, Phuong Loc n oa

893110218100

(vD-34199-20)
HQp 10 vix 10 vi6nCefadroxil (drroi

d4ng cefadroxil
monohydrat) 1000mg
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Quy cdch il6ng g6i Ti0u

chuin
Tu6 I

thg
(th6ng)

56 aing xY

gia h4n
(Sii tlnng kf

.{, ,
da cap,

liO

lAn
gia

han

'T'
TOn thu6c Hoqt ch6t chinh -

Him lugng
Dqng bao cne

(6) (7) (8) i2
1I (2) (3) (4) {t)

205 Amoxicilin/Acid
clavulanic
500lrzs

Acid clavLrlanic (dr\ng

d4ng kali clavr-rlauat l
avicel ti 10 1 : 1)

1 2 5 mg', Ar-r-rox i ci I i n

(dirng cl4ng

I Anroxici I in trihytlrat )

lsoo,rg

Vi6n rr6n bao

phim

HQp I ttri xZvix'l
vi6n

NSX .AL+ 6YJIIUZIOZUU
(vD-31778-i 9)

206 Cefadroxil
250mg/5ml

Cefadroxil 250mg/5rnl Bot pha hon

clich uong

HQp 0l Io x 60ml NSX AA 893ii0218300
(vD-19893-13)

1

201 Ceflamid 1000 Cephalexir-r (dang

cephalexin
monohydrat) 1000mg

Vi0n n6n bao

phim

HQp 02 vi x 07 vi6n NSX Jb 893110218400
(vD-22938-ts)

I

ldru c6ng nghiQP Hoa Xri'
1 .2. C.o'sii sdn xuAt: C hfln Dug'c Minh Din (Dia chi: LO NU, drrong N),

37. ngtyc6p
phuong My Xa, thdnh ph6 Nam Dinh, tinh Nam Dinh, ViQt Nam)

gkf:C0ngtyC6p
Minh, Vi6tNam)

38. t. Co sti, sdn xu6t: Chi nhinh C6ng tv cii phnn du'g'c ph6m OPC tai Binh Drrcng - NhA miy duoc ph6m OPC (Dia

chi: 56 09/DX04-TH, fO Z, ap TAn Hoa, X6 Tdn Vinh HiQp, Tdn UyOn, Binh Ducrng, ViQt Nani)

HQp 1019, loai l5mI NSX 36 893 I I0218500
(vD-34200-20)

I
208 Cefiletazol 0,5g Cefmetazol (drr6i

dang r:efmetazol

natri) 0,5g

Thu6c bQt

pha ti€m

209 Cotrimoxazol

800/ I 60

Sulfamethoxazol

800mg; TrimethoPrin-r

160mg

ViOn nen l-IQp 10 r,i x 10 vi6n NSX 36 8931 10218600

(vD-34201-20)

I

210 Loperamic{ 2rrg Loperamicl

hych'oclorid 2mg

Vi6n naug

ciLng

HQp l0 vi x l0 vi€n DEVN 36 893100218700

\YD-25121-16)

I

2| Loxoprof-en 60mg Loxoprofen natri

6Omg

Vi€n ner.r HQp l0 vi x l0 vi6n,

vinh6rn/ PVC

NSX 36 893100218800

(vD-30436-18)

I

ZIZ Natri clorid 0,9% Natri clolid 0,9olo

(w/v)

Thu6c nh6

,16t, thu6c

rilro miri

H6p 01 lo x 5rr.rl

hoirc l()rrll, HQp 20

lo x 5ml hoflc 10n-rl

DEVN 24 893 I 0021 8900

(YD-22949-\5)
I

213 Ofloxacin 0.3% Ofloxaoin l5mg/5rnl Dung cllch

nho mdt

HQpllgx5ml,
HQp 20ls x 5ml

NSX 24 8931 15219000

(vD-23602-1s)

I

214 Piperacilin lg Piperacilin (drrdi

d4ng Piperacilin
natli) ig

'l'hu6c bQt

pira ti0m

HOp I0lq,loai 15ml NSX 36 893110219100

(vD-26e08-17)

I

2t5 Piracetam 400mg Piracetam 400mg Vi0n n6n bao

phim

HQp 10 r,i x 10 vi6n NSX 36 893 I 10219200

(vD-34206-20)
I

216 Quinaplil l0rng Quinapril (drLoi rlang

Qr.rinaplil IJCI) I 0tng

Vi6n nen bao

phirn

ll6p I tiii r 03 vi x
l0 vi€n

USP

2024

24 8931 10219300

(vD-30439-18)
I

211 Rarnipril lOmg Ramipril l0rng Vi0n nen l{op I tiri x 03 vi x
l0 r,i0u

NSX 24 8931 r0219400

(vD-34201-20)
I

218 Vitamin B12

lmg/ml
Cyanocobalan-rin

Img/iml
Dung dich
ti6m

LIQp 100 6ng x lrnl NSX 24 893 1 10219500

(vD-23606-l s)

I

Iti. (lo'sd'tlung lif : C0ng ty C6 phin [)tro'c phirn Ot'}C (]Jia Iii: l0l7 H6ng Bdng, Phuong 2, Qufn 6. Thdnh plio H6 Chi

2t9 Ethanol 90% Etlranol 96%o 56,25m1 Dung dich
dirng ngoii

Chai 6Oul NSX 36 893100219600
(vD-193e8-13)

I



ary "6.h 
tl6ng g6i

(s)

Ti0u
chuin

I uol
thg

(th6ng)

Stonng $
gia hgn

(56 dlng kf
ad c6p)

S6

16n

gia
han

STT TOn thu6c ffoqt ctr6t chinh -

Him lug'ng

D4ng bio ch6

(6)

USP 41

(7) G) (e)

(l) (2) 11\ (4)
36 -893r10224100

(vD-23019-1s)

I

Thu6c bOt

pha ti6rn

HOp t to thu0c bQt

pha ti0m; HQP 10 lq

tl1l6c bQt Pha ti6m

210 Tenafotin 1000 Cefoxitin (du6'i c14ng

Cefoxitin natri)

1000mg

(.)r n, YC" Pi.,trc, Phirc La.
Dug'c Ph6m Thi0n D4t (D1a cht: :+ - r

Z6

47. Co's6'cllng kf: COng

I{d D6ng, Hd NQi, Vi6t Nam)

47.1. Co.s6'sin xu6t: C.ng ty c0 phin dug'c phim Tlunt uo'ng 2 (D!a chi: LO 27 'khu 
c6ug .ghiQp Quang Minh' thi trAn

Quang Minh, hr.iyQn Me Li;h, thdnh ph6 FId Nai' Vi6t Nam)

+f Cn=o'tling klf: C6ng ty c6 phin Drro'c phfrnr'l

l-toa, Quqn CAu Gi0y, Thdnh pnO Ha NOi' Vi6t Nam)
r rvq, \<r'Yrr v*-, e'-J , -

48.1. Co s6' sin xu6t: C6ng ty cii phin Du'qc ph6m Minh D6n (D!a chi: L6 N8' Dud,g N5' Khu c6ng nghi6p Hoa X6'

Phrto*ng My X6, Thdnh ph6 Nam Dinh, Tirrh Nam Dinh' Vi0t Nam)
ffi

49. Co' sii ding kf: COng ty c0 phfitt dug'c pltam l rpnarco \t''ra cr

't'an My Clihnh, Phuong 9, TP. My Tho, tinh Ti6n Giang' \riqt Nam)

49.1. Co'sii'sin xuAt: C6ng tv c6 phin du'g'c phiirn'fipharco (Eia chi: l5 DOc Binh I(du, Phuong 2, TP' My Tho, Tinh

't 
iOn Giang, Vi6t Nam)

50. Co s0 ding kf: COng ty c0 phf,n duqc p ng u'o'ng

Ilai Bd Tnrng, thdnh ph6 He NOi, Vi6t Nam)

50.1. Co s6,sin xudt: CAng ty cti phf,n du'g'c phAm Trung uong 2 (Eia chi: L027, khu cdng nghi€p Quang Minh, thi tran

Quang Minh, huyQn MC Linh, thdnh pher HA NOi, Vi0t Nam)

NSX 24 893 1 10224800

ryD-33659-19)

I

211 B izran i lr..f6il*t l.16n clich sau

pl.rii chira : Ceflrozil
(dtLoi dang CclProzil

ruronohydrat) 125ug

Thr"r6c bOt

pha h5n dlch
A

llong

Flop I lo x 2u.-ig' cle

pha 45ml h5n clich;.

H6p I lo x 27,1g' d0

pha 60ml h5n dich; 
,

HQp 1 lq x 40,69, d0

plia 90r-r-rl h6n clich

7l g,,ya., Xgoc Vfr, Phutrng Trung
co Thufin Thdrnh (Dla chi: so lzl l6

HQp 03 vi x l0 viOn'

Hop I lo x 30 vi€n

NSX JO 893 I 10224900

(vD349-20)

I

212 Febrxostat 40 Febuxostat 40mg Vi6n n6rr bao

phim

'ghi6P 
vi Ti0u thu c6ng nghi6P

a9. Co'rO tline kf: COng ty c6 phffn dug'c

HQp l0 vi x 10 vi€n;

chai 100 vi0n; chai

200 vi6n

NSX 36 8931 10225000

(vD-34244-20)

I

273 Arnoxicilin
50Omg

Arnoxicilin (dLro'i

dpng amoxicilin
trihydrat comPacted

574mg) 500mg

Vi0n nang

citng

214 Cefcenat 500 Cefuroxim (du6i

dpng Cef'uroxirn

axetii) 500rng

Vi6n n6n bao

phin-r

HQp2vix5vi6n;
HQp 2 vi x 10 vi6n;

HQp 5 vi x 10 vi6n

NSX JO 893110225100

(vD-32889-19)

I

275 PaindoI extra Ibuprot'en 200rng;

Paracetamol 325mg

Vi0n n6n HQp 25 vix 20 vi6n;

HQp I chaix 100

vr6n; HQp 5 vix 20

vi6n; HQp 10 vi x l0
vi6u

NSX JO 893 I 00225200

(vD-26269-t7)

I

216 fiphaprim 960 Sulfamethoxazol
800mg; TrimetlioPlim
l60mg

Vien n6n HOp l0 vix 10 vi6n;

chai i00 r,iOn

NSX Jb 893t10225300
(YD-34248-20)

1
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