UBND TINHKIEN GIANG ~ CONG HOA XA HOI CHU NGHIA VIET NAM

SO Y TE Poc lap — T do — Hanh phic
Sé: g5k /SYT-NVYD  Kién Giang, ngéy AS théng 6 nim 2024
V/v diéu chinh thong tin tring
ot
(RUNG TAM Y TE GIANG THANH :

$6:...
- Céc don vi su nghiép truc thude S& Y t&;

- Chufyén: ..................................... - ik vien Bink A

- Bénh xa Cong an tinh;

- Cong ty Cb phan Dugc pham Khanh Hoa (74
Thong Nhét, phuong Van Thang, thanh pho Nha
Trang, tinh Khénh Hoa)

(Sau ddy goi la Cdc don vi).

Can cir Thong tu 07/2024/TT-BYT ngay 17/5/2024 ciia Bo Y té ve vige
Quy dinh vé dau thau thudc tal cosqy te cong lap,

Cén cu Quyet dinh s6 90/QD QLD ngay 31/01/2024 cua Cuc quan ly
Dugc vé viéc ban hanh Danh muc 608 thube san xuat trong nudc dugc gia han
gidy dang ky luu hanh tai Viét Nam — Dot 192;

Can cir Quyét dinh sé ISXIQB-QLD ngay 21/3/2024 cua Cuc Quan ly
Duoc vé viéc ban hanh Danh muc 881 thube san xuat trong nudc dugc gxa han
gidy dang ky luu hanh tai Viét Nam - Dot 193;

Cén ctr Quyet dinh s6 957/QP-SYT ngay 04/7/2023 cha S Y té vé viée
phé duyét két qua ket qua lya chon nha thau cung cap thubc tap trung tinh Kién
Giang dbi voi cac méat hang thuoc knong lua chon duoc nha thau va thubc tring
thau phat sinh nhu cau sir dung thém so lugng, giai doan 2021-2023;

Cin cir Quyét dinh sé 423quD—SYT ngay 15/12/2023 cua 8¢ Y 1é vé
viéc phé duyét két qua lua chon nha thau gox thiu thube Generic thudc ké hoach
lya chon nha thdu cung cap thuoc tap trung tinh Kién Giang, giai doan 2023-
2025 (dot 1).

Cén cir Quyét dinh sb 1465/QD- SYT ngay 16/5/2024 cia S& Y té vé viée
phé duyét két qua lua chon nha thau cung cap thuoc tép trung tmh Kién Giang,
giai doan 2023-2025 (dot 3) Goi so 1: Gm thau thuoc generic cap clru;
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Trén co s& dé nghj cia Cong ty Cb phén Duoc phim Khanh Hoa tai Cong
vén s6 181/CP-DP va Céng viin sé 256/CP-DP ngay 06/6/2024 v& viée xin bd
sung théng tin s6 ding ky gia han mit hang tring thau; Céng vin sé 707/CT.DP
ngdy 10/6/2024 vé viéc xin diéu chinh Quy céch (dink kém).

S&' Y t€ thong béo dén cdc don vi viéc didu chinh thong tin thudc trang

thau nhu sau:
Ten hoat chit, | Pon Quyét thMéﬁ i Thén tin Théne tin
TT | Tén thuée | ndng d$ ham vi nd ey tring &
: dinh | Maphin | thay ddi
hrgng tinh (16) thau
1 958";%9' RN4010 | S dang | S& dang ky:
a— Allopurinol; ky: VD- | 893110064024
P 300mg | 236000 25704- | (VD-25704-
2 SYT TT4004 16 16)
$6 ding
Alpha P ;
: T . oo ) a1y | Ky: VD- | S dang ky:
+ | Botypin, | dhymetpeinl | Vg oy | RNMIIT | T
21 microkatals 13
Acetylsalicylic
acid (DL- Quy cédch
. 3 o4 Quy cich
y i lysin- 1465/Qb- | PP2300 | déng goi: ARt
i e L PO e SYT | 627941 | Chai 00 | 968 80i: Hpp
S ke 25 vi x 20 vién
(Aspirin); vién
81mg

Cac noi dung khac lién quan dén thube trang thau tai Quyét dinh s6

957/Qb-SYT ngay 04/7/2023, Quyét dinh sb 4236/QD-SYT ngay 15/12/2023,
Quyét dinh sé 1465/QD-SYT ngay 16/5/2024 cia So Y té giir nguyén khong

thay déi.

S¢'Y té théng bédo dén céc don vj dugc biét va thuc hién./. ~&4__

Noi nhin:
- Nhur trén;

- GP va cic PGP SYT;
- Kho bac nha nuée tinh;

- BHXH tinh;

- Trang thong tin dién tir SYT;

-VPDT SYT;

- Luu: VT, NVYD; lvminh (02).

KT. GIAM POC
PHO GIAM POC

D6 Thién Tung
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CONG TY COPHANDUQCPHAM CONG HOA XA HOI CHU NGHIA VIET NAM

'KHANHHOA Pic 1ap — Ty do — Hanh phiic
$6:.4047/CT.DP Nha Trang, ngay 10 thdng 6 nim 2024
V/v xin diéu chinh Quy c4ch '
Kinh giri: -SeY té

Déng kinh goi: - Céc Bénh vién, Trung tim Y 6

Céng ty ¢6 phan Dugc phim Khénh Hoa 44 tring thiu mit hing c6 tén thubc:
Aspirin 81. Qui céc tring théu : Chai 500 vién.

D¢ dim béo chit lugng thudc khi bio quan, sit dung va thusin tién cho viée cip
phit tai cdc co s& y té, Cong ty xin duge didu chinh lai Quy cach thube triing thiu theo
théng tin cu thé nhu sau:

Hoat chﬁ_t, Quy cich | Quy cach
STT | Ténthude | néng @6/ ham Sé.f;“.g | DVT | theokét | xin didu
lrgng qui thau chinh
1 | Aspirin81 | Aspirin81mg 893;;2233 T R Sl i
(Pinh kém:

-Ban sao Quyét dinh cép sb dang ky ciia Cue Quan Iy Duoc;
-Bén in gi4 ké khai duoc céng bd trén trang théng tin dién tir ciia Cyc Quén Iy
Dugc);
-M?&u nhan ciia thubc).
Chiing t6i xin cam két ngoai sy thay ddi nhw trén, khéng c6 bét ky sy thay ddi
ndo vé chit hrong va tiéu chuin da ding ky v6i Bo Y té.
Kinh mong si déng ¥ ciia Quy don vi
Trén trong cam on.

Noi nhiin:

- Nhur trén;

-Lm: VT ' : ) h 5

PAI DIEN HOP PHAP CUA NHA THAU
(< N\ TONG G1AM pOC




Aspn 8L

CONG BOA XA HOI CHU NGHIA VIET NAM
[ LY DUQC "Pée lap - Ty do- Hanh phiic

Qb-QLD Ha Ngi, ng&y 24 thing 08 ndm 2023

& QUYET BINH _
V& vigeban hinh danh myc 121 thube sén xult trong e
dugi cdp gify ding ky hru hinh tai Vit Nawn - Dgt 186.2

¥ Cyc TRUGNG CUCQUAN LY DUGC

J
Glin cit Ludt Dicge 56 105/2016/0H13 ngdy 06/4/2016;
°Cin ci Nghi dinh 56 95/2022/NB-CP ngay 15/11/2022 ctia Chinh phi quy .
dinlyhikc ning, nhiém v, quyén han va co-cdu t6 chirc cia B ¥ 16; s
& Can cir Quyét dink 56 JPHIEREYT agly J4AUE2 Wi RS vnlag B ¥ if
Guy dinh 'ciz'&;c-:n&r'zg; nhiém vy, quyén han va co cdu 16 chike cia Cue Quén Iy Duge
thuge Bo Y t&; ~ g
Cain cit Thing te 56 08/2022/TT-BYT ngéy 05/09/2022 ciia B trucng B Y 16
- quy dinh vige ding ky heu hnk thudc, nguyén ligu lom thude;
Cén ek ket Tugn cita Hoi dong tuvan cép gidy dimg I lieu hank thube, nguyén
Jigu lom thude - Bo ¥ 1€; SlaaSsan
Theo dé nghj ciia. Trudng phong Déng &y thuée, Cue Qudn Iy Duge,
QUYET DINH:

Diéu 1. Ban hinh kém theo Quyét dinh ndy danh muc 121 thube san xuét frong.
nuée duge cap gify ding k¥ Iwu hinh tai Viét Nam - Dot 1862, cuthé: E

1. Danh muc 115 thube sénxuét trong nuéc duoc cfp gify ding ky hra hinh
tai Vigt Nam hiéu luc 05 ndm (Phy Juc I kém theo). =

2. Danh muye 06 thubc sénxult trong nude duoe chp gifly ding ky liru hanh tai

Vigt Nam hién lrc 03 ném (Phy Juc Il kém theo). .

Ditu 2. Co's¢san xult va co s§ diing ky thubc ¢6 tréch nhiém:

1. Sén xust thudc theo diing céc hd so, t3i lidu d& ding ky v6i BS Y t6 va phai
in 56 déing ky dugce B Y 16 Vigt Nam cép 1én nhan thudc, B

2. Chi duge sén xuét, dua ra lru hanh céc thube kiém soét &3¢ bistkhi ¢ Gidy
chitg nhén 41 diéu kign kinh doanh duge pham vi kinh doanh thube phi kiém soét
dc bigt phi hop v6i pham vi hogt dong ciia co st dap fmg quy dirih tai khoéin 5 Didu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phit quy dinth-chi tiét
mt s6 diéu va bién phép thi hanh Luft Duoc.

3. Thyc hién vigo cp nhét tiéu chudn cht hrgng cia thubc theo quy. dinh tai
Théng fur s§ 11/2018/TT-BYT ngay 04/5/2018 cita B trudrig B6'Y 14 quy dinh v
chét Tuong thudc, nguyén ligu lim thudc, Thong tir s6 03/2020/TT-BYT ngay
22/01/2020 cia Bb trudmg B Y 1€ sira 48, bd sung mét sb didu ciia Théng tir -
11/2018/TT-BYT quy dinh v& cht lugng thibe, nguyén liéu 1am thubc,

4. Thyc hién, phoi hop véi co'sé nhap khiu thyc hién theo dfing quy dinh tai
Céng viin s6 5853/QLD-CL ngay 19/4/2019 cita Cuc Quén Iy Dirge vé viée kidm tra
chét lirong nguyén licu lam tlmé);:ghtSmsartan d6i voi céc thubc thude danh myc tai

‘Diéu 1 ban hanh kém theo Quyét dinh ndy ¢6 chira durge chét thudc nhém sartan.
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‘Cap ol \hin thube, t& huéng dén s&dungtb,uéc theo quy dinh tai Thong

4554 1am thudc va tb huréng din st dung thuc trong thdi han 06 théng

\ r,a. anhé@ Quyét 8jnh nay, theo hinh thic thay ¢ 81, bé sung gidy ding

k¢ liru hanh thube qoy dinh tai Thong t s6 08/2022/TT TBYT. o

6. Phéi hopléi céo co s dibu tri dé thye hién theo diing céo quy dinlrhien
hinh vé timéc & 8o, theo di an foén, higu qu, tho dung khdng mong mubn cie
n ngudi Viét Nam va tong hop, béo cdo theo quy dinh tai Ditu 5 Thong ti
/AT-BYT dbi véi céo ﬂmgtron's Phy luc I ban hanh kém theo Quyét

75Ca s& diing ky thude phai béo dim duy tr didu kién hogt dong trong thdi
gian 1B Iy cua gify déng k) huu hanh thude, nguyén liéu lam thude. Trong tnidng
o Ehong con dép img dit didu kién hoat dong, co s& ding ky phai c6 trach nhitm
S hign thay dbi co 56 ding kY theo-quy djnh tai Thong tu s0, 08/2022/TT-BYT
ffong tho han 30 nghy Jé firngay co sb dling ky khng con i diéu kién hogt dbng.

8. lc 56 541 3 1At ﬂaﬁégph 4 j.@bao, &3m céc dléu I_¢§i§n§1‘9at ‘3535- clia 60 s& sén
i rong fhoi han higu lyvc ota giy dng ky fuu hanh thubo, nguyn ligu Lam thubc.
Ditu 3. Quyét dinh iy o6 higu lyc ke tirngay k ban haah. R

db co & sin xult va co s& diing kY c6 thidc tai Dicu 1 chiu fréch ohiém thi hanh

Noinhfn: _~=~CUCTRUGNG
~Nhu Dicu 4; JASEN N

-BT. Dao Hang Lan (48 blc); ‘ |
- TT. D8 Xuan Tuyén (dé bic); o {O] quAR 12
- Cyc Quén y - Bo Quoc phing, Cyc Y té - B Congani '\ prdXe’
«Cyc Y t8'GTVT - B Giao thong vén thi; g
--Bio hiém x8& hoi Vit Nam; TR i 5
-B8§Y t&: Vi PC, Citc QLYDCT, Cye QLKCB; Thanh tra Vil Tuan Cuing
B@mpbbtgc}mwépﬁmﬁih o; NLLT;

- Vién KN thude TU, Vién KN thube TP, HCM;

- Téng Cong ty Duge Vigt Nam - Céng ty CP; :

- Cic Bénhvién, Vién c6 giromg bénh tryrc thuge B Y t;

- Trung tAm mua sim t§p trung thubc-qubc gia;

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

Website; =~
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XUATTRONG NUGC ﬁn‘crc CAP GIAY PANG K¥ LUU HANH TAI VIET
NAMHIEULUCOSNAM-DQT 1862
theo Quytt dinhs6618  /OD-OLD ngdy2Athing08ndm 2023

* | Dang bao ché

Quy chch déng
goi

Tiéu chudn

Tudi tho
(théng)

s6 ding ky

@

3

®)

(¢

®

ys®5 phin Dirge phiim Imexpharm (Bia ok S4 4, dwdmg 30/4, phidng 1, thanh phé Cao
hénh 3 - Cng ty C6 phin Dirge phiui Imexpharm tai Binh Diwrong (Dja chi: S5 22, dirdng

56 2, Khu cong nghignVigt Nam - Singapore I, phutmg Hoa Phi, thinh phé Thit Diu Mo, tinh Binh Ducng, Vigt Nam)

1

058 &7

natri) 0,5gam

Thube-bft pha:
—

HopOl1Lox |
{0,5gam; Hop 10 |
Lox05gam |

hanh

[

893110229223 |

' ceﬁ&onjg ;

Cefmetazol (dwoi
dang Cefmetazol

{tiém

HopOlLox
1gam;Hop 10 Lo |

TP hien

24

1893110220333

T [Thubo b3t pbs-

tiém

Hop 01 Lox
2gam; Hop 10 Lo
% 2gam

24

893110229423

monchydrat)
500mg

phim

Hop1vix 10
Vlén-’?i :
(AlwAlu);, Hop 2
vix 10 vién

hanh

US|

o |

Ceftibuten 180
mg

Ceftibuten (dudi
dang Ceftibuten
dihydrat) 180mg

| 'Ihuécbﬁtpha

hén dich ubng

Hop 1 Thix 12
Géix 2 gam;
Hop 1 Téix 10
Goix 2 gam;
Hop 2 Thii x 10
Goix 2 gam

2

I

{Ceftibuien 90
Yo :

dang Ceftibuten
dihydrat) 90mg

L

h6n dich ubng

Hpp 01 Thix 12
G6ix 1 gam;
Hop 01 Thix 10
mﬁﬁix 1 gam;
Hop 02 Tiix 10
Goix 1 gam

NSX

§03110239723

Cefepime 0,5 ¢

Cefepim (duéi
dang hén hop bét
v6 khuén gdm
cefepim
hydroclorid va

{arginin) 0,5gam

Thubc bt pha
tiém

Hop 11o; Hop 10
Io i

USP hién
hénh

24

893110229823

12. Cososinxn
(Dia chi: 86 21, dudng s6

Binh Duong, Viét Nam)

‘xult: Chi nhénh Cbng ty cb phan dwoe pha
4, khu cdng nghigp Viét Nam ~

m Imexpharm - Nha méy cong ngh cao Binh Duong
Singapore II, phuémg Hoa Phi, thanh phé 'IhﬁDiuM@t, tinh -
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* | Dang bao ché .

Quy chch 86ng
goi

Tiéu chufin

Tubi the

(ing)

@)

©)

®

i scetat.|Dung dich

HopSLox5ml;
Hop10Lox 5
Lo x 5 ml; Hop
|50 Lox S mk
Hop1Lox 10
ml, Hop 5 Lo
10 mi; Hop 10
{Lox 10:ml; Hop
20 Lo x 10 ml;:
Hop S0Lox 10
ml :

_ ) 1
Hop1Lox5ml,

NSX

36

1893110233123

5

wdroclorid) 0,5mg|

~ [Bung diek ubd [Hop 20 Ongx

0,5 m Hop1 Lo
xSl Hop Lo
x 10:ml

NSX

36

893110233223

thinh phé Nha Trang, tinh Khanh Hoa, Vigt Nam)

' 13.1. Cosi¥ skn xuit: Céng ty b plifin dwgc phifim Khénh Hia (Bija chi: Dutng 2/4,

'Hoa, Thinhphé Nha Trang, tinh Khanh Hoa, Vigt Nam)

13, Gors% d%ng 1+ Cong ty b phin dwrge phAm Khank Hoa (Die chi: S5 74 dubng Thong Nhat, phirdng Van Théng,

Khém Déng Béc; phudng Vinh

42 |Aspirin 81

TAspirin8img |Viénnéa bao

tan trong Tugt

TCha 200 vits;
Chai 500 vién;
|Hop 5vix20

|20 vién; Hop 25
fvix 20 vién

|vién; Hop 10vix |

NSX

36

93110033323 |

43 |Ursalic

 [Hop 10vix10

{vién

NSX

24

893110233423

Bén C4t, tioh Binh Duong, VigtNem) -
14.1. Co st sin xubit: Cong ty ¢ phin dwge phdm Me Di Sun (Dja chi: 56 521, khu ph8 An Lgi, phuémg Hoa Loi, thi

x& Bén CA, tich Binh Duong,, Vigt Nam)

14, Gor o5 Giog ks Cong ty <8 phkn diwge plshia Me i Sun (Dja i S8 521, ks phs An Loi, phudng Hoa Lo, thi x&

{10mg

4 [Carvedilol MDS [Carvedilol 10mg. [ Vién tén

|Hop 6 vix10

NSX

36

| 893110233523

45 |Epilepmat EC
300mg

Valproatnatri | Viénnén bao
300mg tan trong ruft

Hop6vix 10
vién

NSX

36

893114233623

50mg

7 |Mezarolac Cap |Spironolacton | Viéanang
[50mg |cimg

Hop6vix 10
vién

NSX

36

| 893110233723

47 |Mezarlin 200

: TS Vlﬁnnang :

cing

Hop6vix 10

 |vien

36

893110233823
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CONG TY CPDUQCPHAM  CONG HOA XA HOI CHO NGHIA VIET NAM

KHANH HOA Dic lip — Tw do — Hanh phiic
$6: % scppp Nha Trang, ngay 05 thdng 0b ném 2024
Viv: Xin b6 sung thong tin s6 ding ky '
gia han mdt hang tring thdu
Kinh giti; -S&Y té

LY

‘Dlngkinh goi: - Cc Bénh vién, Trung tAm Y t&

Céng ty cb phén dugc phim Khénh Hoa d4 triing thau mit hang Katréypsin do Céng
ty sén xuat va da dwge Cuc Quan Iy Dugc bd sung gia han s6 dang ky, cy th

nhu sau:
; .. Bb sung s
srp | Tenhostchitham | . o . | S6dingky diing k¥ gia
lrgng dé cap
: han
Alpha chymotrypsin 21 :
1 Wilistiloabils Katrypsm VD-18964-13 | 893110347723
~ (Pinh kém:

-Bén sao Quyét dinh gia han gidy ding ky hwu hanh ctia Cyc Quin Iy Duoc;

-Bén in gid ké khai dwoc cong b6 trén trang théng tin dién tir cia Cuc Quén ly
Dugc);

Chinh vi vy, Céng ty cb phin duoc phim Khanh Hoa kinh @& nghj Quy don vj
cho phép Céng ty chiing 16i duge cung img mit hing trén theo sé ding ky gia han véi
céic tiéu chuéin khéc khong dbi so véi hd so dy thiu

Trén trong kinh chao./.

_ Dai di¢n hop phdp ciia nha thin
Noi nhgn: : e

- Nhu trén.
- Lmu TC,KD
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chét lwong nguyén liéu lam th

N Ky bok: Cye Quin
> M
} &th@‘lé

N e
BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Dgc lap - T do - Hanh phiic
8é: 737 /QP-QLD Ha Noi, ngdy 09 thing 10 ném 2023

QUYET PINH
V& vige ban hanh Danh myc 1017 thudc sin xult trong nuwéc
duge gia han gidy ding ky hwu hanh tai Viét Nam - Dot 187

CUC TRUOGNG CUC QUAN LY DUGC

Céin cit Ludt Duge 56 105/2016/QHI3 ngdy 06/4/2016:
Cén ci Nghj dinh 6 95/2022/ND-CP ngay 15/11/2022 ciia Chink phi quy
dinh chitc nang, nhigm vy, quyén han va co cdu 16 chite ciia Bg ¥ 16
Cén cik Quyét dinh s6 1969/QD-BYT ngéy 26/4/2023 cia B3 truomg Bp ¥ t6
quy dinh chicc ndng, nhiém vu, quyén han va co cdu 4 chire cia Cuc Quan Iy Duge
thupe B Y té;
Can it Théng te 56 08/2022/TT-BYT ngéy 05/09/2022 ciia Bé trucng By ¥ té
quy dinh viée ddng ky heu hanh thude, nguyén ligu lam thuée;
Céin cit két luan ciia Hgi déng tu van cdp gidy dang ky luu hanh thude, nguyen
liéu lam thube - B Y té:
Theo dé nghi ciia Truéng phong Dang ky thuoe, Cuc Qudn Iy Duorc.

. QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh myc 1017 thubc san xuét frong
nude duge cép gidy diing ky luu hanh tai Viét Nam - Dot 187, cy thé:

1. Danh myc 918 thu6c sin xuét trong nude dwgc gia han gidy ding ky luu hanh
hi€u Ivc 05 ndm (Phy luc I kém theo).

2. Danh myc 99 thue sin xudt trong nuée duoc gia han gidy dang ky hwu hanh
hi¢u Iyc 03 nam (Phy luc I kem theo).

Diéu 2. Co 56 sén xuflt va co s& diing ky thubc c6 tréich nhiém:

1. San xuft thude theo ding céc hd so, t3i li¢n da déing ky v&i B3 Y té va phai in
s6 diing ky dwge BS Y té Viét Nam cap lén nhan thudc.

2. Chi duge sén xuat, dua ra luu hanh cc thudc kidm sost dic biét khi c6 Gidy
chimg nhéin dii diéu kién kinh doanh dugc pham vi kinh doanh thube phai kiém so4t diic
biét phat hop v6i pham vi hoat déng cuia co s& dép tmg quy dinh tai khoan 5 Piéu 143
Ng‘l:i dinh s6 54/2017/ND-CP ngy 08/5/2017 ciia Chinh phil quy dinh chi tiét mét sé
diéu va bién phép thi hanh Lust Dugec.

3. Thye hién viéc cgp nhit tiéu chuén chét luong cia thubc theo quy dinh tai
Théng tws6 11/2018/TT-BYT ngay 04/5/2018 cia B¢ trudmg Bé Y t€ quy dinh v& chét
hrong thubc, nguyén lidu 1am thude.

4. Thyc hién, ph6i hop v6i co s& nhap khdu thuc hién theo ding quy dinh tai
Céng van s6 5853/QLD-CL ngay 19/4/2019 cua Cuc Quan Iy Dugc vé viée kiém tra

u& nhém sartan d6i v6i cac thude thude danh myc tai
Diéu 1 ban hanh kém theo Quyét dinh nay c6 chira dugc chit thudc nhém sartan

5. Thude duoc gia han gidy dang ky lvu hanh tai Quyét dinh nay nhung chua nép
hé so cép nhét ndi dung nhan thubc, to huéng dén sir dung thudc theo quy dinh cia
Théng tw 01/2018/TT-BYT ngay 18/01/2018 cita B trudng B8 Y & thi phéi thyc hién
c4p nhit theo quy dinh tai diém b Khoan 1 Diéu 37 Théng tw sé 01/2018/TT-BYT trong
thoi han 12 théng ke tir ngdy dugc gia han gidy ding ky luu hanh.




6. Sau 12 thing ké tir ngay ky ban hanh Quyét dinh ndy, céc thude duge gia han
gidy ding ky hru hanh theo Quyét dinh ndy ¢6 thay dbi vé néi dung hanh chinh (bao
gdm c4 mAu nhan va t& huéng dén sir dung thubc) phai san xult va Iuu hanh v6i cdo ndi
dung da dugc phé duyét thay d6i trong hd so gia han.

7. Co s& ding ky thude phéi bao dam duy tri didu kién hoat dong trong thoi gian
hiéu lyc cua gidy déing ky huu hanh thudc, nguyén liéu lam thudc. Trong trudmg hop
khéng con dép tmg dii diéu kién hoat ddng, co sé ding ky phéi c6 trach nhiém thyc hién
thay d6i co s& ddng ky theo quy dinh tai Thong tur s0 08/2022/TT-BYT trong thdsi han
30 ngay ké tir ngdy co s& ding ky khong con du didu kién hoat dong.

8. Co sé& san xudt thudc phai bio dam céc diéu kién hoat ddng ctia co s& san xuét
trong thdi han hiu lyc cia gidy ding ky lwu hanh thubc, nguyén lidu lam thubc.

9. Céc thudc duge gia han gidy ding ky huu hanh tai Quyét dinh nay duoc tiép
tuc sir dung s6 déng ky d cép trude khi gia han trong thdi han t6i da 12 théng k& tir
ngdy dugc cép sé ding ky gia han theo quy djnh tai Phy luc VI ban hanh kém theo
Théng tir sé 08/2022/TT-BYT.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh.

Pidu 4. Gidm d6c S& Y té céc tinh, thanh phd trre thudc Trung wong va Gidm
dbc co s& san xuit va co sé ding ky c6 thudc tai Didu 1 chju trdch nhiém thi hanh Quyét
dinh nay./.

Noi nhin:

- Nhu Diéu 4; )

- BT. Pao Hong Lan (d2 b/c);
- TT. B8 Xuén Tuyén (dé blc); £
- Cyc Quan y - B¢ Quéc phong, Cuc Y té- B Congan; |
. x:Yté'GTV'I'-Bé Giao thong vén tai;

- Téng Cuc Hai quan - B§ Tai chinh;

- Béo hiém x& héi Viét Nam; ]
-B6 Y té: Vu PC, Cyc QLYDCT, Cuc QLKCB, Thanh tra
B¢, Vin phong HPTV cip GDKLH thude, NLLT;

- Vién KN thue TU, Vién KN thudc TP. HCM;

- Téng Cong ty Dugc Viét Nam - Céng ty CP;

- Céc Bénh vién, Vién c6 givdng bénh truc thudc By Y té;
- Trung t4m mua sém tép trung thude qudc gia;

- Cyc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website; _

- Lam: VT, KT (T) (02b).




Phy lyc If )
DANH MUC 99 THUOC SAN XUAT TRONG NUGC PUGC GIA HAN GIAY DANG KY LUU HANH TAI VIET
NAM HIEU LUC 03 NAM - BOT 187
(Kém theo Quyét dink s6 737 /QB-QLD ngay09 thing 10 nim 2023

ctia Cyc Quan ly Duge)
STT | Tén thube | Hoat chit chinh- | Dgng bao ché Quy céch d6nggéi] Tieu | Tudi | Sodangky |56 Rn
Ham lrgng chufn | the gia hgn gia
(théng)| (SOdsingky | hen
_ _ di cfp)
(1) @) 3 4 (6] (6) (7 @) &)

1. Co s dling ky: Cong ty o6 philn 23 thang 9 (Dja chi: 11 Tan Hoa, Phudmg 14, Quin g, TP.HCM, Viét Nam)

L1. Co sé sin xult: Cong ty & philn 23 théng 9 (Dja chi: 11 Tin Héa, Phudmg 14, Quén 6, TP.HCM, Viét Nam)

1 |Sodtux Mbi dng 10m! chira: [Dung dich Hép 10 dng x 10 NSX 36 [ 893100343723 | 01
Calci ubng ml; Hop 20 éng x (VD-28652-18)
glycerophosphat 10 ml; Hop 30 éng
(twong duong calei x 10 ml

87mg) 456mg,
Magnesi gluconat
(tuong duong
magnesi 25mg)
426mg

2. Co sir ding ky: Cong ty ¢b phin dwge pham Nam Ha (Dja ohl: 415 Hin Thuyén, phutmg Vj Xuyén,TP. Nam Djnh,
Tinh Nam Dinh, Vigt Nam)

2.1. Co sis sin xuit: Cong ty cb phin dugc phém Nam Ha (Dia chi: 415 Han Thuyén, phudmg Vj Xuyén, TP, Nam Dinh,
Tinh Nam Dinh, Viét Nam)

- 2 |Erythromycin |M&i tuyp 10g chia |Kem bdi da Hop | Tuypx10g | NSX 48 | 893110343823 | 01
& ngh¢ Erythromycin (duéi (VD-22732-15)
Nam Ha dang Erythromycin
stearat) 0,4gam;
Dich chiét nghé
twong duong véi
ngh¢ twroi 2gam

3. Co s dding ky: Cong ty c6 phan duge - vit tr y (8 Ngh¢ An (Dja chi: S6 68 durimg Nguyén Sy Sach, Phuimg Hung
Phiic, thinh phé Vinh, tinh Nghé An, Viét Nam)

3.1. Co s&r siin xut: Cong ty cb phin duge - vit twy t€ Ngh¢ An (Dja chi: S5 68 dudmg Nguyén Sy Séch, Phutmg Hung
Philc, thinh phé Vinh, tinh Ngh¢ An, Viét Nam)

3 |VitaminB6 |Pyridoxin Vién nén Lo 100 vién DDVN V| 24 |$93100343923 | o1
hydroclorid 25mg - (VD-20932-14)

4. Co ¢ diing ky: Cong ty c6 phin Dugc - Vit tiry t6 Thanh Hoa (Pia chi: S8 232, Tran Pht, phudng Lam Son, thanh
phé Thanh Héa, tinh Thanh Héa, Viét Nam)

4.1. Co si sin xudit: Cong ty b phén Dwyc - Vit tir y ¢ Thanh Hés (Bia chi: S 04 dutmg Quang Trung, phirtmg Ngoc
Trao, thanh ph Thanh Héa, tinh Thanh Héa, Viét Nam)

4 |[Satavit Sét fumarat 162mg; |Vién nang Hop3vix10vién; | NSX | 36 |[893100344023 | 01
Acid folic 750meg  [clmg Hop 5 vi x 10 vién; (VD-18801-13)
Hop 10 vi x 10 vién

5. Cors& diing ky: Céng ty ¢6 phan Durge Danapha (Dja chi: 253 Diing 87 Thanh Khé, Phudmg Thanh Khé Ty, Quén
Thanh Khé, Thanh ph8 D2 Ning, Viét Nam)

5.1. Co sir sim xuét: Céng ty cb phiin Dugc Danapha (Dja chi: 253 Diing 81 Thanh Khé, Phurdmg Thanh Khé Téy, Quén
Thanh Khé, Thanh phé Pa Niing, Viét Nam)
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STT| Tén thuic | Hoat chét chinh - | Dang bdo ché [Quy cich déng g6i] Tiéu | Tudi | Sodangky |S6lan
Ham lugng chudn | tho gia ban gia
(théng)| (S6dingky | han
di ciip)
1 ) 3) “@ (5) (6) €] (0] ®
35 [Hadocort-D [M@6i1Smlichira: [Thudcxijttai, [HOp 1 lpx 15ml NSX 36 | 893110347123 | o1
Dexamethason natri {mii, hong (VD-23555-15)
phosphat 15mg; -
Neomycin (duéi
dang Neomycin
sulfat) 75000IU;
Xylometazolin
hydroclorid 7,5mg
36 |[Morganin  [Arginin hydroclorid [Viénnénbao |Hop6vix 10vién | NSX 36 |893110347223 | 01
500mg phim ' (VD-22466-15)
37 |Obibebe Magnesi lactat Dung dich Hép 4 vix 5 0ng NSX 24 | 893110347323 | 01
dihydrat (twong tmg |uéng 10ml; Hop4 vix 5 (VD-21297-14)
véi 48mg Mg2+) éng Sml; Hop 1 lo
470 mg; Vitamin 60ml; Hop 1 lo
B6 (Pyridoxin 100ml; Hop 1 lo
hydroclorid} Smg 180ml.
38 |Pacemin Paracetamol Viénnang  |[Hop 10vix 10 NSX 36 | 893100347423 | 01
325mg; cimg vién; Lo 100 vién; (VD-25697-16 )
Clorpheniramin =~ Lo200vién
maleat 2mg
39 |Presdilon  |Dexamethason Vién nén Hop 50 vix 20 vién| NSX 36 |[893110347523 | 01
0,5mg acetat 0,5mg - (VD-20739-14)
17. Co sé diing ky: Céng ty C6 phin Dwgc Phim Imexpharm (Dia chi: 6 04, Pudng 30/4, Phudmg 1, TP.Cao Lanh, Tinh
Déng Thip, Viét Nam)
17.1. Co s sdn xuéit: Cong ty C5 phin Dwgc Phdm Imexpharm (Pja chi: §6 04, Dudmg 30/4, Phudng 1, TP.Cao Lénh,
Tinh Ddng Thép, Viét Nam)
40 |Mexcold 200 |Paracetamol 200mg [Viénnang  [Chai 200 vién NSX 48 |893100347623 | 01
cimg (tim - (VD-26860-17)

18. Co s& diing ky: Céng ty Cb phin Duye pham Khanh Hoa (Dja chi: S 74 Duomg Théng Nhat, Phubng Van Théng,
Thénh phé Nha Trang, Tinh Khanh Hoa, Viét Nam) _
18.1, Co sé san xufit: Céng ty Cb phiin Dugc phim Khénh Hoa (Dja chi: Dudng 2/4, Phudng Vinh Hoa, Thanh phé Nha

Trang, Tinh Khénh Hoa, Vi¢t Nam) :
41 |Katrypsin  |Alphachymiotrypsii | Vién nén Hop 2 vi, 5 vi, 10 NSX 24 | 893110347723 | 01
21 Microkatal vi, 15vi, 50 vix (VD-18964-13)
, | 10 vién
42 |Khaparac  [Acid mefenamic | Viénnén Hop2vix 10vién;| NSX 36 | 893110347823 | 01
250mg Hop 10 vix 10 vién (VD-25194-16)

19. Co s& diing ky: Cong ty Co phin Duge phim Me Di Sun (Dja chi: s 521, Khu phb An Lei, Phudng Hoa Loi, Thi x4
Bén Cat, Tinh Binh Duong, Viét Nam)
19.1. Co s san xuét: Cong ty Cé phin Duge phdm Me Di Sun (Pja chi: 8 521, Khu phé An Loi, Phuéng Hoa Lgi, Thi
x& Bén Cét, Tinh Binh Duong, Viét Nam)

43 |Maginic Méi dng 10ml chira: |Dung dich Hop 20 6ng x 10 NSX 36 | 893110347923 | 01
Calci ubng ml ' (VD-28669-18)
glycerophosphat
j456mg;

Magnesi gluconat

426mg
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CONG TY CPDUQCPHAM  CONG HOA XA HOI CHU NGHIA VIET NAM
KHANH HOA Béclip — Tw do — Hanh phiic
s6: St /cp-Dp Nha Trang, ngay Ob thing Op ndam 2024
Viv: Xin b6 sung théng tin sé ddng ky
gia han mdt hang tring thau

Kinh giri: -8 Y té
Dong kinh g&: - C4c Bénh vign, Trung tAm Y té

Cong ty cb phén duoc phim Khénh Hoa da triing thdu mét hang Allopurinol do Céng
ty san xuft va da dwoc Cuc Quan Iy Duge bd sung gia han sb ding k¥, cu thé nhu sau:

v A
STT | Ténhoat chdt, hdm Iwong | Tén thude | SO "’“‘f ky da | BO sung s diing

cap ky gia han
I | Allopurinol 300mg Allopurinol | VD-25704-16 (’%ggggjf’f;
(Pinh kém: "
-Ban sao Quyét dinh gia han gidy diing ky Twu hanh ctia Cyc Quén Iy Dugec;
-Bén in gi4 ké khai dugc cong bo trén trang théng tin dién tir ciia Cyc Quan Iy
Dugc);

Chinh vi vdy, Cong ty c6 phin duge phim Khénh Hoa kih da nghi Quy don vi
cho phép Céng ty chiing t6i duge cung tmg mit hang trén theo s ding ky gia han véi
c4c tiéu chuén khdc khdng di so véi he so du théu

Trén trong kinh chao./.

Dai dién hop phép ciia nha thiu . —
Noi nhén: ‘

- Nhu trén.

- Lwu TC, KD
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‘dang kythudc as auo'c BQY té p _.duyf;t Bt
This markeling authorization has been iss_ued in accordance with the lossiers"
spproved by the V?elnam Mmlstry of Health. : R

2- Bt ¢ sy thay 6di n2o v& néi dung
Cuc Quén ly duoc - BG Yt xacnhan. .
Any variations of the contents of the ma:keﬂngautharfzatfan are reqwren’ to be
adopted. by the DrugAdmimsbzlfon of Wmnam. i _
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CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phiic

Ha Ngi, ngay 31 thdang 01 nam 2024

QUYET PINH
ban hanh Danh muc 608 thube sin xuét trong nuée
a han gify diing ky luu hanh tai Vigt Nam - Dot 192

e

duge gi

CUC TRUGNG CUC QUAN LY DUQC

Céin cie Ludt Dwge 56 105/2016/QH13 ngay 06/4/2016;

Cén etz Nghi dinh 56 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phit quy dinh
chire ndng, nhiém vy, -quyén han va co cdu té chire ciia B Y té; g

Céin et Quyét dinh s8 1969/QP-BYT ngdy 26/4/2023 ciia B trudng B ¥ 13 quy

dinh c{’téc ndng, nhiém vy, quyé‘n han va co cdu té chike ciia Cuc Qudn I Dugc thue
Bo Y te;
Céin cir Thong tu s6 08/2022/TT-BYT ngdy 05/09/2022 ciia Bp trudng Bo Y t6
quy dinh vigc ddng ky luu hamh thudc, nguyén ligu lom thube;

Céin ctr két ludn ciia Hoi dong tu van cdp gidy ding ky heu hanh thude, nguyén
ligu lom thubc - BG Y t8 dot 192 phién 1 va phién 2 tai Céng viin s6 102/HDTV-VPHD
ngay 11/12/2023 va Céng vin 56 103/HDTV-VPHD ngay 12/12/2023 ciia Vin phong
- Hpi dong tu vén cap GDKLH thudc, nguyén ligu lam thuoc;

Theo dé nghi cria Trudng phong Déng k thude, Cuc Qudn Iy Dupe.

QUYET DPINH:

Piéu 1. Ban hanh kém theo Quyét djnh ndy danh muc 608 thudc san xudt trong
muée duge gia han gidy ding ky hru hanh tai Viét Nam - Dot 192, cu thé:

1. Danh myc 529 thubc sén xuét ong nuéce duge gia han gidy ding ky hru
hanh hiéu lyc 05 nim (Phy luc I kém theo), ; _

2. Danh myc 70 thuc sén xuét trong nuéc dugc gia han gidy ding ky lwu hanh
hiéu Iue 03 nam (Phu luc II kém rhmelc?.

3. Danh myc 09 thubc sén xuat trong nu6c dugc gia han gidy dang ky lru hanh
hi¢u lyc den 31/12/2025 (Phy luc III kém theo).

Diéu 2. Co s6 san xuft va co s& déng ky thude c6 trach nhiém:

1. San xult thude theo diing cée hd so, tai lign da ding ky v6i B Y té va phai
in 56 déng ky dwoc Bd Y t€ Vigt Nam cAp 1én nhéin thudc.

2. Chi dugc sén xuflt, dua ra luu hanh c4c thube kiém sot ddc biét khi c6 Gidy
chiing nhén di diéu kién kinh doanh dugc pham vi kinh doanh thubc phai kiém so4t
déc biét phu hop v6i pham vi hoat ddng ciia co s¢ dép tmg quy dinh tai khoan 5 Piéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phtl quy dinh chi tiét mét
s6 diéu va bién phap thi hanh Luét Duoc.

3. Thye hién viée cdp nhét tiéu chuén chét lrgng cia thubc theo quy dinh tai
Thong tur 56 11/2018/TT-BYT ngay 04/5/2018 cta B truong Bo Y té quy dinh vé
chat luong thude, nguyén ligu lam thubc.

4. Thubc duoc gia han gidy déng ky luu hanh tai Quyét dinh nay nhung chua
ndp ho so cdp nhét ndi dung nhan thude, t& huéng dén sir dung thude theo quy dinh
cia Thong tw 01/2018/TT-BYT ngay 18/01/2018 ciia B trudng B6 Y té thi phai thue
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dinh tai diém b Khoan 1 Diéu 37 Théng tu s6 01/2018/TT-BYT

trongfhoi-Gism A% :, ké tir ngay durgc gia han giéy dang ky luu hanh.
%\ Sulrpl thépg ké tir ngay ky ban hanh Quyét dinh nay, c4c thude dugc gia han

piabenh theo Quyét dinh ndy c6 thay ddi v& ndi dung hanh chinh (bao
S Rpau nha@yAd o huéng din sir dung thubc) phai sin xuft va luu hanh véi cc
ndi dungda-duec phé duyét thay ddi trong hd so gia han.

6. Co s& dang ky thubc phai bio dim duy tr diéu kién hoat dong trong thi gian
higu lyc cta gidy d4ng ky luu hinh thude, nguyén liéu lam thudc. Trong trudng hop
khong con dép tmg dit diéu kién hoat ddng, co s& ding ky phai c6 trach nhiém thwe
hién thay déi co s& dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thdi
han 30 ngay ké tir ngiy co s& ding ky khong con di didu kién hoat dong.

7. Co s& sdn xuét thudc phai bdo ddm cic diéu kién hoat dong ciia co s& sin
xut trong thii han hiéu Iyc ciia gify ding k¢ huu hanh thuée, nguyén ligu 1am thudc.

8. Céc thube duge gia han gifly dang ky luu hanh tai Quyét dinh nay duge tiép
tuc st dung sb ding ky d4 cfp trede khi gia han trong thoi han t6i da 12 thing k& tir
ngiy dwoc cip sb dang ky gia han theo quy dinh tai Phy luc VI ban hanh kém theo
Théng tir s6 08/2022/TT-BYT.

9. Phdi hop véi chc co sé didu tri dé thuc hién theo ding céc quy dinh hién
hanh vé& thubc k& don, theo ddi an todn, hidu qua, tic dung khéng mong mudn ciia
thube trén ngudi Viét Nam v&tén hop, béo céo theo quy dinh tai Didu 5 ’I‘hﬁng t sb
08/2022/TT-BYT ddi véi céc thudc trong Phy lyc II ban hanh kém theo Quyét dinh
nay. ' ‘

Pidu 3. Quyét dinh ndy ¢6 hidu Iyc ké tir ngay ky ban hanh.
Diéu 4. Gidm dbc S& Y té céc tinh, thinh phd trye thude Trung vong va Gidm
ddc co s& san xufit va co s& ding ky ¢6 thube tai Pidu 1 chiu trdch nhiém thi hanh

Quyét dinh nay./.

Noi nhgn:

- Nhu Piéu 4;

- BT. Pao Héng Lan (dé blc);

- TT. D& Xuan Tuyén (dé blc); - |

- Cyc Quén y - B§ Quéc phong, Cyc Y té- Bo Cong an; |
~Cuc 'Y t€ GTVT - B Giao théng van tai; :

- Téng Cuc Hai quan - BY Tai chinh;
- Bao hiém x& hdi Viét Nam;

-BJ Y té& Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
B9, Vin phong HDTV cdp GPKLH thude, NLLT;

- Vién KN thudc TU; Vién KN thude TP. HCM;

- Tng Cong ty Dugc Viét Nam - Céng ty CP;

- Céc Bénh vién, Vién c6 giudmg bénh trye thude B Y t6;
- Trung tm mua s&m tap trung thubc quéc gia;

- Cye QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;

- Luw: VT, DKT (C.H) (02b).




Phuy Iue I k

AN XUAT TRONG NUGC PUQC GIA HAN GIAY DANG KY LUU
Al VIET NAM HIEU LU'C 05 NAM - BOT 192

Tdinhsé 90  /OD-OLD ngay 31 théng 01 nam 2024

cua Cuc Quan ly Dupc)

STT | Tén thubdxAHos @fpehinh - [ Dang bdo |Quy cach dong g6i] Tien | Tudi | S dingky |S614n
Ham Iy ché chufin | tho giahan  [gia han
(thang) | (S6 diing ky
- da cfip)
@) @ 3) @ [©) ) ) ®) 9

L Co's& ding ky: Aleapharm B.V (Dia chi: Dorpstraat 101, 2742AN Waddinxveen, the Netherlands)

L1. Co s& san xuét: Cong ty ¢b phin Dugc vit tery t§ Hai Duong (Dja chi: 86 102, phé Chi Lang, phudmg Neuyén Trai,
TP. Hii Duong, tinh Hai Duong, Viét Nam)

1 [Vitamin C Acid ascorbic Dungdich (Hép 50 éngx5ml; |[DDVN | 24 |8931 10047224 1
500mg/5ml tiém Hop 126ngx5ml; | 1V (VD-25862-16)
Hop 6 éng x 5ml

2. Co'sér diing ky: Cong ty ¢ phin Euvipharm (ja chi: Ap Binh Tién 2, xé Dirc Hoa Ha, huyén Dirc Hoa, tinh Long An,

Viét Nam)
2.1. Co si san xuft: Cong ty cd phin Euvipharm (Dia chi: Ap Binh Tién 2, x4 Dtrc Hoa Ha, huyén Bt Hog, tinh Long

An, Viét Nam)

2 |Acefalgan 500 [Acetaminophen =~ |Vién nén Hép 10 vix 10 vién DDVN | 36 | 893100047324 1
500mg v {VD-26134-17)
3  |Arginin | MGi Smi chita: L-  |Dung djch |Hop 2 vix 10 ong | NSX | 36 |89311 0047424 | 1
Euvipharm Arginin hydroclorid jufng x 5ml _ (VD-25674-16)
! 1000mg - : fey '
4 |Cefclor Cefaclor (dudi Viennang |Hop2vix 10vién |USP43| 36 8931 10047524 1
500 mg dang cefaclor cing (VD-20692-14)
monohydrat) 500mg|
5 |Cefjidim 1g Ceftazidim (dwéi |Bétpha |Hop !lo USP43| 36 |893110047624 1
dang ceftazidim tiém - (VD-18943-13)
pentahydrat + natri
carbonat) 1g it
6 |Cefjidim 2g Ceftazidim (duéi |Bétpha [Hép I Ip USP43| 36 |893110047724 1
dang ceftazidim  [tiém % : ' (VD-18944-13)
pentahydrat + natri
carbonat) 2g
7 |Cifnir300mg  |Cefdinir 300mg Viennang [Hop1vix10vién [IPXVII] 36 |893] 10047824 1
; cimg (VD-20693-14)
8 |Cormiron Amiodaron Viénnén [Hop3vix 10 vien |JP XVI 36 |893110047924 1
200 mg hydroclorid 200mg : (VD-19861-13) ,
9 |[Emerop0,5g  [Meropenem (dudi Bétpha |[Hépllo USP40| 36 |[893110048024 1
dang meropenem  |tiém (VD-19339-13)
trihydrat) 0,5g
10 |Emerop 1g Meropenem (duéi  [Bét pha Hép 1 lo USP38| 36 |893110048124 1
dang meropenem  |tiém (VD-19340-13)
trihydrat) 1g
Il |Enatril 5mg  {Imidapril Viénnén [Hop 10vix 10vién [JPXVII] 24 893110048223 |
hydroclorid 5mg (VD-19865-13)
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STT Dgng bao |Quy cich dénggéi| Tieu | Tudi | Sodingky |[S6l4n
ché ' { chudn | tho gia han gia han
(théng) | (S0 d%ng ky
da cip)
(1) 4 B 6 1 ) 8 (6]
159 Viénnén |[HOp6vix10viéen | NSX 36 |893110063024 1
- bao phim (VD-24770-16)
160 {Mezathion Spnronolactun 25rng Viénnén |Hop6vix10vién | USP 36 | 893110063124 1
hién (VD-25178-16)
hanh _
28. Co' s& diing ky: Céng ty C8 phin Duge Phim Imexpharm (Dja chi: $6 04, Pudng 30/4, Phudng 1, TP.Cao Linh,
Tinh Péng Thép, Viét Nam)
28.1. Co's& sin xuét: Céng ty C6 phin Duge Phim Imexpharm (Bja chi: S& 04, Pubmg 30/4, Phudmg 1, TP.Cao Lanh,
Tinh Pong Thép, Viét Nam) .
161 |Acetyleystein  |Acetylcystein Viénnang [Hop 1tiix 10vix | NSX 24 1893100063224 1
200 mg 200mg  |otmg 10 vign _ (VD-23568-15)
162 |Amoxicillin  [Amoxicilin (dui  |Thude ¢bm [Hop 12 gbix 1g NSX | 24 893110063324 [ 1
250 mg dang Amoxicilin  |pha hdn (VD-18302-13)
- trihydrat) 250mg  |dich uéng o
163 [Ciprofloxacin _|Ciprofioxacin (dudi |Viénnéa |Hop2vix 10vién |USP40| 36 |893115063424 | 1
. 1500mg dang ciprofloxacin [bao phim A (VD-22166-15)
hydroclorid) 500mg : :
164 |Dexipharm 15 |Dextromethorphan |Vién nang |Hop 20 vix 10viéen| NSX | 36 893110063524 | 1
% |HBr 15mg cimg (VD-23572-15)
165 |Dextromethorph {Dextromethorphan [Viénnang |[Chai 200 vién NSX | 36 |893110063624 | 1
an HBr 15 mg [HBr 15mg citng (VD-23573-15)
166 |Mebendazol Mebendazol 500mg {Viénnén  [Hop 1 vix 1vién NSX | 36 [893100063724 | 1
500 mg : nhai (VD-24209-16)
167 [Paracetamol 150 [Paracetamol 150mg |[Thudccdm [Hop 12 Géix 1,4 |BPhién| 24 |893100063824 | 1
phahfn  |gam hénh (VD-26168-17)
dichluéng ' G B
168 |Muspect30 Ambroxol Viénnén |[Hop3vix 10vién {DBDVN 24 | 893100063924 1
hydroclmid 30mg hién (VD-22894-15)
ing,

29. Co s& diing ky: Cong ty cb phin dugc phim Khénh Hoa (Bja chi: 88 74 dudng 'méng Nhat, phuemg Van Thi

thanh phé Nha Trang, tinh Khénh Hoa, Viét Nam)
29.1, Co s& sin xult: Céng ty cb phn dugc phim Khanh Hoa (Dja chi: Dudng 2/4, khém Bﬁng Bﬁc phutng Vinh Hoa, -
thanh phé Nha Trang, tinh Khénh Hoa, Viét Nam)

169 |Allopurinol Allopurinol 300mg [Viénnén |Hop 10vix 10 USP37| 36 893110064024 1
T ' ' vién, vi _ B - (VD-25704-16)
nhém/PVC; Hp 1
Chai x 100 vién,
chai nhira HDPE;
Hp 1 chaix 300
vién
170 |Atenolol Atenolol 50mg Viénnén |[HOp3vix 10vién, | NSX /| 36 |893110064124 | 1
Hop 10 vi x 10 vién (VD-19892-13)
171 |Doxycyclin Doxycyclin (dudi  {Viénnang [Hop 5 vix 10 vién; | NSX 36 |893110064224 | .1 -
dang Doxycyclin  |eling Hop 10 vi x 10 vién (VD-22475-15)

: hydroclorid) 100mg |
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SO Y TE KIEN GIANG  CONG HOA XA HOQI CHU NGHIA VIET NAM
TRUNG TAM Y TE GIANG THANH Péc lap — Tw do - Hanh phiic

gHEU GIAI Quy ET VAN BAN DEN
..... /fﬂf)l,{ LOYT = NUYD.. ngay,. /f théng.. f...ndm 2024.........

1. Y kién ctia lank dao co quan, t6 chirc
- Giao don vi, ¢4 nhan chu ;... ... BB ccorcnas i v cnnss v srncres as cansaen

- Giao céc don vi, ca nhén tham gia phoi hop gidi quyét van ban dén (n€u co);

2. Y kién cia lanh dz0 Khoa, Phong

- Giao cho ca nhén; thoi han giai quyét doi véi cd nhén (néu co);

S = e ———— e o —— e e e e ——— »-—

-Ngay,... thang,.....ndm.....cho Y Kién... ...,

3. Y kién dé xuat cia ngwdi gidi quyet.

- Y kién @€ xuat giai quyet vin ban dén cua cé nhan;

= eV s BaAng ... BT, ¢ 50e « DO RUEE T RABH . covnn o1 s 55 s 6 s i




