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QTJYET DINH
Vii viQc ban hhnh Danh rnuc 512 thu6c sin xu6t trong nu'6'c

0t Nam - Dg't 200

cuc rRU'6N(; cuc QUAN Lf DIr'qC

Cdn c:ir Ludt Du'o'c tA t OS/ZO t (t/QHl 3 ngiry 06/4/2016;
Citn cu'NShi dinh tA gS/ZOZZ/I{D-CP ngdy t5/t l/2022, cua Chinh phu quy dinh

chti'c ndng, nhi€m ,,r,,, quyin,han ttd co' cdu t6 ch{rc cita Bp Y t€;

Cdi ct)'Quyit dinh sd 176L/QD-BYI'ngiiy 26/4/2023 cita 86 trtrcng BQ Y t€ qtty

itinlt r:hrlrc niing, nhi€tn rt, quyi, han vd co' cdu t6 chti'c cucL Cuc Quiut ly Dro'c thudc

Brt Y tA;

Cdn ci' Th6ng tu' stj 08/2022/TT-BYT ngdy 05/09/2022 cita 86 trtrdng 86 Y ft
qtry rlinh viQc: ctiLng lqt lutr hdnh thu(tc, ngttyAn li€u ldnt thu6c; , !

Cdn cu' l€t luqn cua H6i it6ng /u'vdn cd.p gidy ddng lql luu hdnh thu6c, nguyAn

li€u tam thu(ic - BO Y ft dpt 200 tqi C6ng t dn s6 43/HDTV-VPHD ngdy l 5/5/2024 cua

Vdn phr)ng HQi cting tu'vdn ciip GDKLH thu6c, nguyAn hAu htn thuoc;

Thei di nghi cua Trwo'ng phdng Eang lry thu6c, Cttc Qttan ly Dtro'c.

QUYET E[NH:

Diiiu I . I3an hdnh kdm theo Quytit dinh niy clanh muc 512 thu6c san xuAt trong
nu6c ctuo. c gia han gi6y ddngky ltru hdnh tai Vi0t Narn - Dgt 200, cp th6:

1. Danh *u. 418 thu6c san xuit trong nu6c dr.roc gia han giAy ddng ky luu
hdnh hiqu lr.rc 05 nitm (Pha ltlc I kim,theo).

2.Danh muc 89 thu6c sin xuAt trong nu6c duo. c gia han giiy clang ky luu ltinh
hiQu lUc 03 nirn (Phw luc II kim theo).

3. Danh muc 05 thu6c sdn xu6t tlong nuoc dtro-c gia han giAy dang ky luu hdnh

hi6n luc d6n 31.11212025 (Phu ltlc III liim theo).
Didu 2. Co- so'san xuAt vd co- sit ddng ky thu6c co trich nhi6m:
I . SAn xuAt thu6c theo diurg ciic h6 io', tdi 1i6u dd clang ky v6i 86 Y td vi phzii

in s6 ding ky dtLo.'c Bq Y tO Viet Nam cAp l6n nhdn thu6c.
2. Chi duo-c sdn xuAt, dua ra luu hdnh cdc thu6c ki6rn so6t clac biqt khi co Gi6y

chrlrng nh0n dir c1i6u kiQn kinh cloanh duoc phpm vi kinh cloanh thu6c phai ki6m sodt

dac biQt phu ho. p v6i pham vi hoat dQng cua co' so d6p irng quy ctinh tai khoin 5 Di6u
l43 NghJ dinh sd 54lrll7lND-CP ngAy08/5/2011 cua Chinh phu quy tlinh chi ti6t m6t
s6 .Iid., vd bi0n phdp thi hdnh Luit Dtrcrc.

3. Thuc hiOn viQc c4p nh4t tiOu chuAn chAt luong cira thu6c theo quy dinh tai

Th6ng tu s6 l1l2,Ol8/TT-BYT ngity 041512018 cua B6 tnrong Bq Y t6 quy ctinh v6

chAt lu'gng thu6c, nguyOn liQu ldnr thu6c.
4. Thu6c duqc gia han giAy dnng ky luu hdnh tpi Quy6t dinh ndy nhung chu'a

^ , .l ^; , , -ltop ho so cap nhat n6i dr"rng nhdn thudc, td' huong dAn su dr-rng thr-r6c theo quy clinh

cira'fh6ng tu 0l/2018/'|T-BYT ngay 1810112018 cua BQ truo'ng R0 Y t0 thi phai thtrc



hi6n cdp nhAt theo quy dinh taicli6m b l(hoan 1 Di6u 37 Th6ng tu sd 0l/2018/T'I-BYT
trong thoi han 12 thingk6 tir ngiy duoc gia han giSy d[ng ky lu'u hdnh..

5. Sau 12 thtng k6 tu'ngdy ky ban hinh Quy6t dfnh rriy, c6c thu6c duoc gia han

gi6y dlng ky lr.ru hinh theo Quytit clinh niy co thay A6i ve n6i,dung hAnh chinh phAi

stin xuAt vd luu hdnh v6'i c6c nQi dung i16 duo. c pli6 duyQt thay t16i trong h6 so gia han.

6. Co so ddng ky thu6c phii bao d6m duy tli di6u ki6n hoat d6ng trong thdi gian
. i --hiQu ltrc cua giiy ddng ky luu hdnh thu6c, nguy6n li6u ldm thu6c. T'rong tnrd'ng hcrp

kh6ng con d6p irng du di6u ki6n hoat ddng, co scr dang,ky phai c6 trich nhiCrn thttc

hi6n thay c16i co so'dlng kjz theo quy dinh tpi Th6ng tu s6 08/2022/|T'-BYT trong thd'i

han 30 ngiy kO tu ngdy co- so dang ky kh6ng con du di6u kiQn hoat d6ng.
7. Ccy sri sAr-r xuAt thr"r6c phai bAo d,irm chc di6u kiQn hopt dQng cua co so sdLn

xuAt trong tho'i han hi0u ltrc cira giAy,cling l<y luu hdnh thu6c, nguy€n li0u ldm thu6c..
8. C6c thu6c duo-c gia.hqn gtity ddng ky luu hdnh t4i Quy6t clinh niy duo. c ti6p

tuc sr.r' dpng s6 dang ky dd cAp trr.r6'c khi gia hpn trong thd'i h4n t6i da 12 thing kd tir
ngdy duoc.cAp sd ding ky gia han theo quy clinh tai Phq lgc VI ban hdnh kdm theo

Th6ng tu s6 OSiZO22lTT-BYT.
9. Ph6i hop v6'i c6c co so' didu ri d6 thuc hiQn theo dung cdc quy dinh hi6n

hdnh vd thu0c k0 do'n, theo d6i an todn, hiOu qui, t6c drlng kh6ng .mong mu6n cua

thu6c rr6n ngud'i ViQt Narn vd t6ng hop, b6o c6o theo quy dinh t4i Di6u 5 Th6ng tu s6

OB|}O}}ITT-BYT aOl vOi c6c thu6c trong Phq hrc II ban hirnh kdm theo Quy6t dinh
ndy.

Di6u 3. Quydt dinh ndy c6 hiQu luc k6 tu'ngiy ky ban hdnh.

Diiiu 4. Gi6m ci6c Scr Y $. circ tinh, thinh ph6 trqc thu6c'frung uong vd Gi6nr

d6c co so szrn xuAt vd co- sry d6ng ky co thu6c t4i Di0u I chlu tr6ch nhi0rn thi hdnh

Quydt dinh ndy./.

No'i nhQn:
- Nhu Di6u 4;

- BT. Ddo H6ng Lan (cle b/c);
- TT. D6 Xudn'luy0n (de U/c;;
- Cr,rc QuAn y - B0 Qu6c phong, Cuc Y te - B0 Cdng an;

- Cuc Y te GTVT - 86 Giao th6ng vdn tai;
- T6ng Cuc FIai quan - 86 Tei chinh;
- Btio hi6rn x6 h6i ViQt Nam;
- 89 Y t6: Vu PC, Cgc QLYDCT, Cuc QLKCB, Thanh tra
BQ, Vdn phdng HDTV cAp GDI(LH thu6c, NLLT;
- Vien KN thu6c TU', ViQn KN thu6c TP. HCM;
- T6ng C6ng ty Dugc ViQt Nam - C6ng ty CP;

- C6c B6nh viQn, ViQn c6 giudng b€nh trUc thu0c B0 Y t6;
- Trung tdm mua sirn tAp trung thu6c qudc gia;
- Cuc QLD:P.QLKDD, P.QLCLT, P,PCHN, P.QI,GT;
Website;
- Luu: VT, DKT (C.H) (02b).
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Phu lqc II
DANH MUC 89 Tr{uoc sAN xuAr rRoNG NrJ6'c Drroc crA IrAN GIAv oANc KV Lu'u HANu ,

-a -

TAr VIET NAM HIDU LtI. C 03 NAtvt - DqT 200 :

(Kdm theo Quy€t dinh s6 401 /QD-QLD ngdy 18 thdng 06 ndrn 20t24 
:

cia Crlc Quan ly Drqc)

S'tT ,t 

^I'en tnuoc
:.i,.

Ho4t chAt chinh -
Him lugrrg

Dgng trdro ch6 Quy c6ch rl6ng g6i Ti0u
chuAn

Tu6 t

thq
(thi ng)

S0 dnng k;i
gia h.1n

156 tHng I{y
tI5 cip)

S6

lAn
gia
han

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

1. Co sO tlnng kf: Cdng ty g6'phAn Dugc - V t tu'y tO NghQ An (D!a chi: 56 68 dutrng Nguy6n S! Sdch, Phr.rdng Hung

Phirc, thdnh ph6 Vinh, tinh NghO An, Vi6t NanT)

l.l. Co'sii'siin xuAt: COng ty c6 phfln Durl'c - V$t tu'1,tG Ngh0 An (Dia chi: S6 68 ducing Nguy6n Sy S6ctr, PhtLong lltrng
Ph[rc, thi\nh ph6 Vinh, tinh NghQ Arr, Vi6t Narn)

1 Gerdogyl Acetyl Spirarnycin
100.000rU;

Metronidazol l25mg

Vi6n n6n bao

phim
H6p 2 vi x 10 vi6n
ri6n

NSX 36 893115467224
(YD-22s74-1s)

I

2. Co' sd' tling kf : Cdng ty C6 phAn Du'g'c Danapha (Dia chi: 253 Dirng ST Thanh Kh0, phuong Thanh KhO Tiy, qu4n
'l'hanh Kh6, thrinh ptrO Oa Ning, Vi6t Nam)

2.1. Co' sti'sdn xuit: COng ty CJ6 phAn Du'g'c Danapha (Dia chi:253 Dflng Si Thanh I(hO, phuo'ng Thanh KhO'fAy, quAn

Tharrh I(h6, thinh ptrO Oa Ning, Vi6t Narn)

2 Garnotal 10 Phenobar-bital lOmg Vi6n n6n HQp 10 vi x l0
vi6n; HQp 1 lq x
100 vi6n

NSX 36 893112461324
(vD-31sre-r9)

I

3. Co sti'tHns kf: C hAn duqc Minh Hrii (Dia chi: 36 322 dtrong Ly VIn Liirn, phr:dng l, thtinh ph6 C}\ Mag kf: C6ng ty c6 phAn dugc
tinh Cd Mau, Vi6t Nam)

3.1. Co' sii srin xu6t: COng ty c6 ph}in du'g'c Minh Hni (Dia chi: Sd 322 duorrg Ly Vin [.6nr, phtrong 1 , thdnh ph6 CA Vau,

tinh Cd Mau, Vi6t Nanr)

J Ter'pin benzoat Natri benzoat 50mg;

Terpin hydrat l00mg
Vi6n nang

cring

H6p 20 vi x l0 vi6n NSX 36 893t00467424
(vD-r9289-13)

l

4. Co sri'tl5ns kf : C6ns tv C6 ptrAn Due'c Nature Vi6t Nanr Dia chi: 56 19 Duong 18, Khu phd 3, Phucrng Linh Chi6r.r,g ky: C6ng ty C6ltrAn Duqlc Nature Vi6t Nanr (Dia chi: 56 19 Duong 18, Khu phd 3, Phircrng
'fhirnh pn6 tlrtr Dirc, Thdnh ptr6 ttO Chi Minh, ViQt Nam)

4.1. Co sri's:in xuAt: Cdng ty c6 phAn du'g'c Nature Vi6t Nam (Eia chi: 56 t9 Ouong I 8, Khu ph6 3, Phucrng Linh Chitlu,
'l'lrdnh ptrO t'hir Dirc, l'hdnh ptrO nO Chi Minlr, Vi6t Narn)

4 Mecaflu fode Eucalyptol
(Cineolum) 100mg;

Menthol
(Mentholum) 0,5mg;

Tinh ddu Gilng
(Aetheroleurn
zingiberis) 0,5mg;
Tinh dAu TAn ddy l5
(Aetheroleurn
Plectranthi
amboinici) 0,36mg;

Tinh dAu trim
(Aetheroleum

cajuputi) 5Omg

Vi6n nang

mem

HQp 5 vi x 10 vi6n,
HQp 10 vix l0 vi0n

NSX 24 893100467 524

(vD-1e2e4-r3)

I

1

:C n tlu'o'c ohitn 219 (Dia chi: 299122 Lir Thtrd-ns I(i6t. Phuone 15. Oulin I 1. Thdnh H65. Cu sii tlirng ky: Cdng ty c6 phAn ttu'g'c ph6rn 219 (Dia chi: 299122 Ly Thtro'ng I(i6t, Phuong 15, QuAn I 1, Thdnh p

Chi Minh, Vi6t Nam)
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STT TOn thu6c Ho4t chAt chfnh -
Him lugng

D4ng bho ch6 Quy crich il6ng g6i Ti0u
chuin

Tudi
th9

(thfng)

SO dnng ky
gia h4n

(Sii tlnng kf
i.

da cap)

S6

lin
gia

han

(t) (2) (3) (4) (s) ((,) (7) (8) (e)

50 Prednison 5 mg Prednison 5urg Vi6n nang

ctng
H6p 1 vix l0 vr6n;

HQp l0vix l0
vi6n; Chai 100

vi6n; Chai 150

vi6n; Chai 200 viOn

NSX ?6,
893110412124

(vD-307s5-18)
I

33. Co s0 dins kf : COns ty Cl' clu'o'c vflt tu'y t6 Hi Nam (Dia chi: Curn CN tlodng Ddn Ilodng D6ng, thi xaing ky: COng ty Cl' du'o'c vflt tu'y t0 Hi Nam (Dia chi: Curn CN Flodng Ddng, phuo'trg Ilodng D6ng, thi xa Duy
'[-i6n, tinh [{d Narr, Vi6t Nam)

33.1. Co'sri sdn xu6t: COng ty CP du'oc vflt tu'y t6 He Nam (Eia chi: Cqm CN Hodng Ddng, phuorrg l{odrrg Ddng, thi xd

Duy fi0n, tinh I-Id Nam, Vi0t Narn)

51 Methylergo Tabs Methyl crgometrin
maleat 0,Zng

Vi6n n6n H6p 2 vi x 10 vi6n;
HQp 3 vi x 10 vi6n;
HQp 5 vi x 10 vi6n;
HQp 10 vi x 10 vi6n

NSX 1/ 893170472224
(vD-321rs-1e)

1

C d TNHH Leuns Kai Fook Nam D c i: Khu c6ns nshi6o MV XuAn A34. Ca sti rl5ng kf: C6ng ty dtrqc phAm TNHH Leung Kai Fook ViQt Nam (Dia chi: Khu c6ng nghiOp M! Xu
phtrdng Mj, XuAn, thi xi Phir M!, tinh Bd Ria - Vfrng Tdr,r, ViQt Nam)

34.1. Co sri'sin *uAtt C6ng ty du'qlc phAm TNHH Leung Kai Fook Vi6t Nam (Dia chi: Khu c6ng nghiOp M! XuAn A2,

phuo-ng M! Xudn, thi xa Phir My, tinh Bd Ria - Vfrng Tdu, ViQt Nam)

52 Axc Brand

l]niversal Oil -
DAu gi6 trirng

hi6u cAy bua

Camplror 0,23ga;

Eucalyptus Oil
0,699;' Menthol0,92
g;Methyl Salicylate
0,69g

Dung dich
dtng ngodi

H6p I chai 5ml;
HOp l chai 10m1;

H6p I chai 56m1

NSX 60 893100472324
(vD-28403-17)

I

35. Co sri'ding kf: C6ng ty Li0n doanh Meyer-BPC (Eia chi: 643, qu6c lo 60, phuong I'htr Tdn, thdnh ph6 BOn Tre tinhng ky: C6ng ty Li6n doanh Meyer-
Bdn Tre, ViQt Nam)

35.1. Co so sin xu6t: Cdng ty Li0n doanh Meyer-BPC (Eia chi: 6,4'3, qu6c 16 60, phuong Phri Tdn, thnrrh ph6 B6n Tre,

tinh B6n Tre, ViQt Nam)

53 Irentirneyer 1000 Fenticor.razol nitrat
l.000mg

Vi6n n6n ddt

dm dqo

H6p 0l vi x l0 vi6n NSX .1() 8931104724?.4

(vD-30771-18)
I

54 Metti-M Clotrimazol l00mg;
Metronidazol 500mg

Vi6n n6n d{t
6m dao

H6p 0l vi x l0 vi6n NSX Jb 893t15472524
(vD-32s81-r9)

I

Cdns tv TNHH BRV Healthcare (Dia chi Khu A. 56 1il. Eudr s6 09. Ao 2A"Xa TAn Thanh T36. Cn sil tling kf : Cdng ty (Dia chi: Khu A, 56 18, Eudng s6 09, Ap 2A,XA. TAn Th4nh Tdy,

I-Ir.ry6n Cir Chi, Thdnh ptrO HO Chi Minh, ViQt Narn)

36.1. Co'sti'sin xudt: Cdng ty TNHH BRV Healthcare (Dia chi: Khu A, 56 18, Dud'rrg s6 09, Ap zA,,Xd Tdn Thanh TAy,

Huy0n Clir Clhi, Thdnh pnO UO Chi Minh, Vi6t Nanr)

55 Gastsus G6i 1Oml chira:

Magnesi hydroxid
196mg; Nh6rn
hydroxyd (du6i dang

nhdm hydroxyd gel

kh6) 582mg;

Oxetacain
(Oxethazin) 20mg

LI6n dich uting H6p 30 g6i x 10ml NSX

:

36 8L)3110472624

(vD-30213-18)
1

37.Co' sri'tling ky: Cdng ty'l'NIII{ Du'g'c phArn Chffn Tfirn (Eia ohi: U1A Baoh M6, Phr"rdng 15, QuAn 10,'fhirnh ph6 Hd

Chi Minh, Vi€t Nam)

37.1. Co sri sin xu6t: C6rrg ty c6 phin duqc Nature ViQt Nam (Eia chi: 56 19 Duong 18, Khu ph6 3, Phuong Linh Chi6u,

Thinh pn6 tntr Duc, Thdnh pn6 uO chi Minh, Vi6t Nam)

.;r
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STT TOn thu6c Hogt chAt chinh -
Him lugng

D4ng bho ch6 Quy cich tl6ng g6i Ti0u
chuAn

TuoI
thg

(thnng)

Sd ilnng ky
gia hirn

(Sii tlnng kf
I

da cap)

S6

IAn

gia

han

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

56 NP Vi0n x6ng
huo-ng chanlr

Canrphor
(Camphora) l2mg;
Eucalyptol
(Cineolurn) l2mg;
Menthol
(Merrtholum) l2mg;
Tinh dAu Chanh
(Oleum Citnrs
limonia) 14mg

Vi6n
lTtem

nang HQp 2 vix 20 vi6n,
HQp 5 vix 20 vi6n

NSX 24 8931004't2724
(vD-2r8i3-r4)

I

38. Co srl ding ky: C6ng ty TNHH duEc rn Shinpoong Daewoo (Dia chi: 56 13 Du'trng 94, I(hu c6ng nghiQp Bi€n

FIoa IT, Phud'ng An Binh, Thdnh pnO ei6n Hda, Tinh D6ng Nai, ViQt Nam)

38.1. Co'sii'sf,n xu6t: Cdng ty TNIII{ du'-oc phAm Shinpoong l)aewoo (Dia chi: 56 l3 Ouo'ng 9,A, Khu c6ng nghi6p Bi6n

I{oa II, I'hud-ng An Binh, Thdrrh pnO SiCn Hda, Tinh D6ng Nai, ViQt Narn)

5',l Triflusai Triflr.rsal 30Omg Vi6n nang

cirng

HQp 3 vi x 10 vi6n NSX 36 893110472824
(YD-21997-14)

1

39. Co'sri'ding ky: C6ng ty TNIII{ duo'c ph6rn USA - NIC (Dia chi: L6 1 lD dLrong C, Khr.r cdrrg nghi0p 'fAn Tao, Phtttiniq

TAn Tao A, QuAn Binh TAn, TP.Ha, Chi Minh, Vi6t Nanr)

39.1, Cry sti' siin xudt: COng ty TNHH du'g'c ph6m IISA - NIC (Dia chi: L6 1 1D duo-ng C, Khu cdng nghi0p Tdn T4o,

Phudrg Tdn Tao A, QuAn Binh TAn, TP.H6 Chi Minh, ViQt Narn)

58 Hepa-Nic Silymarin 7Omg Vi6n nang

fflem

HQp3vi,4vi,6vi,
10 vi x l0 vi6n

NSX 36 893t00472924
(vD-32382-r9)

I

59 Newcobex Vitarnin Bl
(Thiarnin nitrat)
115mg;Vitamin B12
(Cyanocobalamin)

50pg (mcg); Vitamin
B6 (Pyridoxin
hydroclorid) 115mg

Vi6n nang

mem

HQp 6 vix 15 vi6n

;

NSX 36 893100473024
(YD-2s410-16)

I

60 PhostaligelNIC Nh6m phosphat gel

20%110g

H5n dich u6ng Hdp 20 g6i x 10g NSX 36 8931004'.13124

(vD-233 r4-r s)
I

6t Tuxsinal Alimemazin tartrat
5mg

Vi6n nang

ct'ng
Chai 50, 1 00, 200

vi0n

NSX Jb 893100473224
(vD-32384-19)

1

2 K(]N An. Birrh FIda. ThuAn A40. Co s<i'tling ky: C6ng ty TNIIII Ilasan - Dennapharnr (Dia chi: Euo'ng s6 2, I(CN D6rrg AIr, Birrh FIda, ThuSn An,

Binh Dr,rong, Vi6t Narn)

40.1. Co sri'siin xudt: Cdng ty TNHH Hasan - Dermapharm (Dla chi: Eud'ng tO Z, fCN D6ng An, Binh Hda, Thufln An,

Binh Duong, Vi6t Narn)

62 Neurixal M6i vi6n 2,7gchfia:
Magnesi lactat
dihydrat 470m9;
Pyridoxin
hydroclorid 5mg

Vi6n n6n sui

bst
H6p 01 Tuyp x 10

vi6n, H6p 0l Tuyp
x 20 vi6n

NSX .AL+ 893100473324
(vD-28ss2-1',7)

1

n - Dermapharm (Dia chi: L6 B, cl41. Co' sri ding ky: COng ty TNIIH Li0n doanh Hasan - Derrnapharrn (Dia chi: L6 B, clud'ng s6 2, khu c6ng nglri6p D6ng

An, phuo'ng Binh I{oa, thdnh ph6 Thudn An, tinh Binh Duorrg, Vi6t Nam)

41.1. Co sti' sin xudt: CAng ty TNIIH Li0n doanh Hasan - Dcrmapharm (Dia chi: 1.6 R, dutrng s6 2, khu c6ng nghigp

EdngAn,phudngBinhHda,thdnhph6Thu4nAn,tinhBinhDuong,ViQtNam)
ilI'll


