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CONG TY CO PHAN DUQC PHAM CONG HOA XA HOI CHU NGHIA VIET NAM
THIET BI Y TE HA NOI Pjc Lap - Tw Do - Hanh Phiic

S6: 229/CV/2025/HPC-HCM
VIv: Thay i s6 dang ky ciia Tp. H6 Chi Minh, ngay 10 thdng 03 ndm 2025
Forair 250

Kinh giti: SO Y TE TINH BINH PHUOC
Céic Pon Vi Tryc Thuge S¢' Y Té Tinh Binh Phwéc
(Sau day goi 1a Quy Khach hang)

Cong ty C6 Phin Dugc Phdm Thiét Bi Y t& Ha Noi xin gui 161 chao tran trong t&i Quy
Khéch Hang.

Cong ty Cb phan Duoc phim Thiét bj y té Ha Nbi da trang thau san pham Forair 250
theo Quyét dinh s6 46/QD-SYT ngay 23 thang 01 nam 2024 cua So Y té vé viéc phé duyét
két qua lua chon nha thdu goéi thiu mua thude generic cho céc co séy té cong lap trén dia ban
tinh Binh Phudc dot 1 giai doan 2023 — 2025;

Can ct Quyét dinh 226/QD-QLD ngay 03/04/2023 vé viéc ban hanh danh muc 182
thuc nudc ngoai duge gia han gidy dang ky luu hanh tai Viét Nam — Dot 113 ctia Cuc Quan
Iy Dugec — B6 Y Té;

Chung t6i xin théng bao vé viéc thay dox thay dbi s6 dang ky cua thube Forair 250 nhu

sau:
Quy :
A o A = S6 Dang | Don
SET I Tén hoat chit Nongdg- | g, | cich @ Spay | vy | Hem S6 dang ky
pham 2 ham luong déng £ g ding
ky 6i ché tinh
Salmeterol (dudi dang . VN- Hop S6 dang ky da cép:
FORAIR | Salmeterol xinafoate) | 25mcg/liéu + 16ng | Vién i 24 VN-15747-12
] 3 15747 Vién r
250 + Fluticasone 125mcg/li€u 12 120 nén Théng | S6 dang ky gia han:
propionate lidu 890110083523 /7"
L]

Theo Khoan 3 Diéu 15 théng tu 07/2024/TT-BYT ngay 17/05/2024 Quy dinh vé v
dAu thau thude tai s¢ y té cong lap huéng dan chii dau tr duge xem xét dé nha thau thay
thude, cu thé: - ,
“3. Truong hop thude dy thdu c6 thay dbi trong qué trinh lya chon nha thiu hodc cung (ng
thubc trung thau nhung thude thay thé chua dugc chao trong hd so du thau, hd so dé xuét, chi
dau tu duge xem xét dé nha thiu thay thé thue nham bao dam cung tng di thude phuc vu kip
thoi cong tac kham bénh, chira bénh cia don vi khi dap ing cac truong hop sau day:

d) Thude generic c6 thay c‘1‘01 s& dang ky luu hanh hoic duge cép glay phép nhap khiu méi va

co thay ddi mot hodc mot sb thong tin lién quan dén thudc bao gom. tén thudc; tén co s& san
xuét thube hodic cach ghi dia chi co s& san xuét thubc (nhung dia diém san xuit khong thay
dd1); thay dbi dia diém san xudt nhung tinh d4p tng nguyén tic, tiéu chudn GMP cua co s&
san xuét khong thay ddi: ting han ding (tudi tho) cta thudc; thay ddi quy cach déng géi
nhung khong thay déi ham lugng hodc nbng dd hoic thé tich cta thude theo hd so méi thau,
hd so yéu ciu; thay ddi tiéu chuin chit lrgng cua thudc do cap nhat phién ban méi cia duge
dién theo quy dinh; thay ddi tiéu chuan chét lugng nhung tiéu chuin méi khong thdp hon tiéu
chuan chat luong cia thude di trang thiu hodc da chao trong hd so du thau, ho so dé xuat.”
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Chiing tdi cam két ngoai su thay ddi trén, cac thong tin khac clia san phim khéng c6
bat ky su thay ddi nao vé tiéu chuén chét lugng gitra thude xin thay thé va thudc tring thiu.
Cong ty xin dinh kém quyét dinh s 226/QD-QLD ngay 03/04/2023 cua Cyc Quén ]y
Duge, kinh mong Quy Khéch hang xem xét chip thuan thong tin thay ddi trén.
Xin chéan thanh cam on!

Noi nhin:
- Nhur trén (1 ban)
- Liru Contract (2 ban)
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BO Y TE (,()NG HOA XA HOI CHU NGHTA VIET NAM ' befl
M I'NISTT%( OF ??AL,T_H _ SOCIALIST REPUBLIC OF VIETNAM' b
CLIC QUAN LY DUCIC Poc 14p - T do - Hanh phiae :

DRUG ADMINISTRATION OF VIETNAM

138A Giing V5 - Ha N&i - Vigt Nam
Tel: 84.4,37366483/30464413 - Fax: 84.4.30234750

GIAY PHEP LUU HANH SAN P2

MARKETING AUTHORIZATION /", CHINHANH N0

Independence - Freedom - Happiness =

o/ CONGTY CO PHAN o :
= pugcPHAM |v|la
*\ THIET B Y TE /¥

Tén thude

Name of Drug: - E T
Thanh phin chinh, ham Iu*o‘ng o Salmetero! xmafoate“tF!uhcasone proplon 2
Aclive fngfedfﬂﬂfS’Sfmngm Bl ;,ﬂ“ Salmeterol 250mcg r-'Iutic:asonfa:r Ilétr)<|t'i :

Qui cach déng gél bao ché L an Hop‘l 6ng 150 lléu 'Thuéc it phun mu
Packing Size, Dosage fon‘n o J AL !r 3 4 ) ;‘

Tiéu chuln; chat"lf}t}"ﬁgz e ;g-’f:
Gualily Sgetificalion: "% ._,' % s
Han dungf.-"' h
Shell- gra e -’f,:.:\f = : i
86 gidy'phép’ ‘liets hianh- san phéin (SBK) o = NI T

MarkotmgAu{hodzafr‘on Number: ’:‘ g,"'“ o }_., ff: Cep "VN 1 5747=1 2_5 *
S quyét dlnhM 0y AS_%};" ,4241/@9 QLD , 5, el “Ngay cap: 10/1012012‘
Approval { Dec.rslon l\i’mﬂbenr',,,L ﬁ v i e, }M Data of»fssw:'nt:eJ iﬁ“?
eru iu'c cua gréy phép el hanh san phém co gid trt 05 ném ke tlr ngéy cap 4‘!
Explmhon Da!e of this Mad(eﬂng Authorization: . _ : imf 5 e ?ﬂ? 5 i A

Tén nha'san xiat!. "= "4 " cadila Healthcare Ltd. » . ,1 f"sz:se. '?g;j,.f' A
:J ey Bl

r.v.,‘ ,,a .-ﬂ

‘ \r

Name' a."M.armr’acturt:n'"‘l'J LT N - Rty *1 ey o
.t e “ - g LT T
Bja chi ; au .T - _r,ﬂ";f = \g'--SarkheJ Bavla~.N. H. Nof*BA“*«Mormya‘ Tal;“_
Addmss,;q,ﬁ“ "‘f > _#w. 2, ': 5 Ahmedabad 382 210- lndla s *”1 p‘. f-‘"““ﬁs
S6 dxén thoalm, G o o o D el e So fécslmlle f; I ‘4'
Tel'No. & o \. o {-.- W N 2 ae e e ,,_L,Fax;‘No.‘ {:r in %«ﬂsf,tpr’. ,t, ;j'
Tén nha déng kS f et Cadlla Healthcare Ltd *”r Rl i
Mame of Mddcehngﬁu!honzaﬂon Ho!der . r.,,‘grj Lk 7 4: ay ‘;-", ’r""“*: ;: ‘,.;‘ f
gy fn oW st T e AN e o G R S e rn iy Tal s
Bia chi.” s ‘Eg“"‘,._.}, ot *,\ “"‘*sZydus,,Tower Satelllte Cro*‘s Road; Ahimedabad 380
Address: & 5 %}w\ fﬂ M,ﬁ, ;015 - India * (N., ,_,s g}; ,,,‘,(-f';_:x ot
S6 dién thoai * *"Hp.,ﬁ e T 488 facmmﬂe el e
Tel. No. 2 :j&,;‘\i'&?.é;‘- " - ‘w: 5 e |:. S L _-l;”,.:.
.‘:‘)‘:‘-,i. “_';;*‘fl;ﬂ;’::r—.?:flv e L) }S'TE"'_ . ;;‘ ‘ ‘:_,v: {J,?:{ i
e S : =
%, -\; i;:m;ﬁ _MH s e )
| T S L g ngéy 10 théng 10 ndm 2012,
R cyc TRU’(’JNG CUC QUAN LY DUQ'C
£l ST GENERAL. DIRE [ [HE DRUG ADMIN!E‘{V RATION OF VIETNAM

Ghi chui: (Nole} -

1- Gi8y phép i hanh sén phdm nay duge c&p dua trén hé so
d3ng ky d8 duge Cuc Quén ly dige - BO Y t& chéip nhén,
This markoting aulhorizalion has been lssued bssad on the dosslers
epproved by the Drug Adminisimtion of Vieinam.

2- T4t ca céc thay a8l vé: co sd san xust, dang bao ché, ham
lugng, chi dinh... d8u phal duge d3ng ky lal a8 cdp gldy
‘ phép mél.

All changes [o (he manufacturing stte, dosage form, sirenglh, indication,
alc. are subject to re-regisiration for @ new markoting authorzation.

3- MAu nhan d8 dugc duydt va té hudng dan sit dung dugc
dinh kém theo'gldy phép néy.
The uppruwadiabels and packoga insert ar attached.
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a L)I.m Cyo Qren

Q2 h e BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
&= """ CyC QUAN LY DUGC Déc 1ap - Ty do - Hanh phiic
8b: 226 /QP-QLD Ha Ngi, ngay03 thang0dndm 2023
QUYET PINH

V& viéc ban hanh danh muc 182 thude nwée ngoai
dugc gia han gidly ding ky lun hanh tai Viét Nam - Dot 113

CUC TRUONG CUC QUAN LY DUQC
Can cir Ludl Drege s6 105/2016/0H 13 ngay 06/4/2016;

Can cir Nghi dinh 56 )5/2()22/NB CP ngay 15/1 1/2022 ciia Chinh phit quy
dinh chire niing, nhiém vu, quyen han va co cdu (6 chire ciia B3 Y té;

Cin etr Quyét dinh 56 7868/QBD-BYT ngay 28/1 2/2’OJr 8 cria BY trudng Bo Y
16 quy dinh chire nding, nhi¢m vu, quyén han va co cdu 16 chite ctia Cue Quan 1y
Duege - thuge Bo Y té;

Cén cir Thong tie 56 08/2022/TT-BYT ngay 05/09/2022 ciia B¢ trieong B Y
té quy dinh vige ding ky luu hanh thudc, nguyén ligu lam thudc;

Cin ¢tk y kién cia Hoi déng e vén cdp gidy ding ky hea hanh thudc,
ngyén ligu lam thuéc - Bo Y 1é;

Theo dé nghi ciia Trieong phong Bang ky thuée - Cuc Quan 1y Diege.
QUYET PINH:

Piéu 1. Ban h?}nh kém theo Quyét dinh nay danh muc 182 thut‘"Sc_ nuéc
ngoai dugc gia han gidy ding ky luu hanh tai Viét Nam - Dot 113, bao gom:

1. Danh muc 166 thude nude ngoai duge gia han gidy ding ky luu hanh
hiéu lye 05 ndm - Dot 113 (tai Phu lyc I kém theo).

2. Danh myc 12 thudc nuéc ngoai duge gia han gidy ding ky lwu hanh
hiéu lure 03 nam - Dot 113 (tgi Phu lyc Il kém theo).

. 3. Danh muc 04 thudc nuée ngoai duge gia han gidy dang ky luu hanh

dén 31/12/2025 - DBot 113 (tai Phu luc 11 kém theo).

Pidu 2. Co s& san xuét va co s& ding ky thudc c6 trach nhigm:

I Cung, cép thudc vao Vi€t Nam theo dlng cac ho. so tai liéu dd d{mg ky
véi B8 Y té va phai in hodic dén sb dang ky dwoc Bd Y té cp 1én nhin thudc,

2. Chép hanh diy du phap !uat ctia nugc CHXHCN Viét Nam. va CcAC quy
dinh cia B Y 1é vé nhdp khau thuoc va luu hanh thudc tai Viét Nam, néu c6 bét
cir thay d6i gi trong qua trinh fuu hanh thudc & nuée s& tai va & Viét Nam thi
phai b4o cio ngay cho Cuc Quén Iy Duoc-Bo Y té Viét Nam.

3, Thue hién viéc cap nhat tidu chuan chét lugng cia thu6e theo quy dinh
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tai Thong tu s0 11/2018/TT-BYT ngay 04/5/2018 cia Bo truéng Bo Y té quy
dinh vé chat hrong thudc, nguyén lidu lam thube.

4. Thubc duge gia han gmy dang ky lru hanh tai Quyet dinh nay nhung
chwra np hé so cip nhat ndi dung nhén thude, 1& huéng dan str dung thude theo
quy dinh tai Thong tir 01/2018/TT-BYT ngay 18/01/2018 ciia By’ truéng B Y
té thi phai thye hién viée cdp nhit theo quy dinh tai dlem b Khoan 1 Didu 37
Thong3 fu s6 01/2018/TT-BYT trong thai han 12 thang ké tir ngay duoc gia han
giay ding ky hru hanh.

5 Sau 12 thang ké tir ngay ky ban hanh Quyet dinh nay, cdc thude duoc
gia han gidy ding lcy lru hanh tai Quyet dinh ndy c6 thay ddi vé noi dung hanh
chinh (!mo gém cd mdu nhan va (6 huéng dan siv dyng) phai nhip khau, luu
hanh vé&i cdc ndi dung di dugce phé duyét thay déi trong hé so ding ky gia han.

6. Phcn hop vai cde co so diéu trj dé thuc hién theo ding cdc quy dinh
hién hanh vé thude ké don, theo ddi an todn, hiéu qué, tie dung khbng mong
muén ctia thude lrm ngudi Viét Nam va téng hop, bdo céo theo quy dinh tal
Diéu 5 Thang twr s6 08/2022/TT-BYT ngay 05/9/2022 ciia Bb truo'ng B Y té
quy dinh viée dang ky luu hanh thude, nguyén liéu 1am thube déi véi céc thude
thude Danh muc tai Phu lyc II ban hanh kém theo Quyét dinh nay.

7. Co s¢ dang ky phai dam bédo duy tri diéu kién hoat dong clia co s& ding
ky trong thoi gian hi¢u luc cua gidy dﬁng ky luu hanh thudc, nguyén liéu lam
thube. Trong truomg hop khéng con dap tng do didu kién hoat dong, co s& dang
ky phai ¢6 trich nhi¢ém thyre hién thay d6i co s& ding’ ky theo quy dmh tai Thong
twr 50 08/2022/TT-BYT ngay 05/9/2022 clia BS tru'orng, B§ Y té trong theri han 30
ngdy ké tir ngay co s& ding ky khong con di diéukién hoat dong.

8. Co s0 dcmg ky thuoc phaéi béo cdo BQ Y € vé cap nhit tinh trang c'l‘ap
tmg Thuc hanh 16t san xuat clia co so san xuit thudc, nguyen ligu lam thuoc
Truong hop co s¢ san xudt bj thu héi gidy phép san xut hoic khong dép ung

“Thuyc hanh t6t san xuat thube, nguyén liéu lam thuoc O nuoc sé tai, co so phai
thure hién viéc béo cdo trong thoi han 15 ngay ké tir ngdy ¢d thong bao cia co
quan quéan 1y cé tham quyén nude s tai theo quy dinh tai diém d khoén 1 Pidu
100 Ngh1 dinh s6. 54/2017/NB-CP ngiy 08/5/2017 ctia Chinh phi quy dinh chi
tiét mot s6 diéuva bién phép thi hanh Luét Duoc.

9. Pbi véi thudc cb b thu tw 29 tai Phu lyc I c6 dé nghj thay déi miu
nhén, huong dan sir dung trong:, hé so dédng ky gia han: Co s& déng ky. thue hién
thu tuc dé ngh; thay d6i miu nhan, t& hudng din sit dyng theo hinh thirc dang ky
thay ddi bd sung sau khi Quyét dinh nay c6 hiéu lye.

’Dleu 3. Cdc thuoc duge gia han glay ding ky luu hanh tai Quyet dinh ndy
duge tiép tuc sir dung sb dﬁng ky di cap trirée khi gia han trong thai han t6i da
12 thang ké tir ngay dirgc cap so déng ky gia han theo quy dinh: tai Phu luc VI
ban hanh kém theo Thang tw sb 08/2022/TT-BYT.

‘Didu 4. Quyét dinh co hidu luc ké tir ngay ky ban hanh.
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Piu 5. Gidm dbc S& Y té céc tinh, thanh phd trirc thude trung uong, gidm
doc nha san xuat va co sé dang ky c6 thuoc tai Diéu 1 chju trach nhiém thi hanh
Quyét dinh nay./.

Noinhin:

- Nhu Diéu 5;

- BG trudig (dé b/e);

- TTr. D6 Xudn Tuyén (dé bic);

- Cue Quan Y - Bé Quéc phong, Cuc Y té - Bo'Cong
an; Cuc Y t& GTVT - B6 Giao (hong vén tai; Téng
Cuc Hii quan - Bé Tai chinh;

- Bao hiém X4 hoi Viét Nam;

- B§ 'Y té: Vu PC; Cye QLYDCT, Cyc QLKCB,
Thanh tra BJ.

- S&'Y té céc Linh, thanh phd trre thube Trung wong;
- Vién KN thude TU, Vién KN thude TP, HCM;

- Tdng Cong ty Duge VN-CTCP: Cac Cong ty XNK
dirgre phfim;

- Cdc Bénh vién & Vién ¢ giudng bénh trye thude
BYT,

- Cac phong Cue QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP Cuc; Website Cue QLD.

- Lum: VT, DKT (10b).







DANH MUC 166 THUOC NUOC NGOAI BUOC GIA HAN GIAY DANG KY LUU HANH

P'llu luc I

TAI VIET NAM HIEU LU'C 5§ NAM - BOT 113

(Ban hanh kém theo quyet dinh s0: L2286

SOB-OLD, ngay 0304 /2023 cila Cue Quén Iy Durpe)

STT | Tén thude Hoat chit chinh. Dang | Quyecich | Tiéu | Tuoi So dﬁng ky So
- Ham lwgng bio ché | déng g6i | chufin thep ia han tin

(thing) (So dang ky gin

da cap) han

(1) (2) (3) (4) (5) (6) (7 (8) (9)

1. Co so ding ky: A, Menarini Singapore Pte. Ltd. (Pia chi* 30 Pusir Panjang Road, #08-32

Mapletree Business City, Singapore 117440, Singapore)

1.1. Co' s& san xuit: ACS Dobfar S.p.A. (Dia chi: Via Laurenting Km 24, 730 - 00071 Pomezia

(Roma), fraly)
1 Ceclor Cefaclor Cémpha |Hép 1lo | NSX 24 800110067023 | 01
125mg/5ml (du6i | hén dich | 30ml, (VN-15935-12)
dang cefaclor uong 60ml '

monohydran.)

1
Cork, Ireland)

.2, Co s& sin xuit: GE Healthcare Ireland Limited (Diu chi: IDA Business Park Lamgtulul! Co

2 Omnipaque | Iohexol Dung Hép 10 NSX 36 539110067123 | 01
755mg/ml twong | dich tiém | chai x (VN-20358-17)
duong lod 100ml
350mg/m]}

3 Omnipaque | Tohexol Dung Hop 10 NSX | 36 | 539110067223 | 01
647mg/ml twong | dich tiém | chai x (VN-20357-17)
dvong lod 100ml
300mg/ml '

28 DUO Tower Smgapme 189352, Singapore)

2.1. Co s sin xufit: Abbott Biologicals B.V. (Dfa chi: Veerweg 12, 8121 AA Olst, HreNelherland.s)

2. Co'so diing ky: Abbott Laboratories (Singapore) Private Limited (Dia chi: 3 Fraser Street, 1123-

4 Duphalac Lactulose Dung Hdp 20 NSX 24 870100067323 | 01
10g/15ml dich . g6i x (VN-20896-18)
uong 15ml. '
Chai
200ml,
500ml,
1000ml.
5 Duphaston | Dydrogesterone: | Viénnén | Hop 1 vix | NSX 60 870110067423 | 01
| 10mg bao phim | 20 vién (VN-21159-18)
6 Femoston 17p-Estradiol Viénnén | Hop 1 vix | NSX 36 870110067523 | 01
/10 Img; bao phim | 28 Vién (VN-18648-15)"
Dydrogesterone

10mg







STT | Tén thuoc | Hoat chat chinh Dang | Quycach | Tidu | Tubi S0 diing ky So
— Ham lwgng | bioché | dénggéi | chuin | the gia han lan
(thang) | (So ddng ky gia
_ - @i ciip) han
(1) (2) (&) “) (5) (6) ()] (8). (£))
160 | Tormipex | | Pramipexole Vién nén | Hop 10vi | NSX 24 890110082923 | 01
(duéi dang X 10 vién (VN-17610-13)
Pramipexole '
dihydrochloride
monohydrate)
0,7mg
161 | Valzaar | Valsartan 80mg; | Viénnén | Hop 3 vix | NSX 24 890110083023 | oI
Hydrochlorothiazi | bao phim | 10 vién (VN-17796-14)
de 12,5mg
68.3. Cor sé san_xuat: Torrent Pharmaceuticals Ltd (Pja chi: Village: Bhud & Makhnu Majra,
Tehsil: Baddi-173205, Distt: Solan. (H.P.), fndm)
162 | Torpace-5 | Ramipril Smg Vién Hop 10vi | BP 24 890110083123 | Ol
nang x 10 vien | 2015 (VN-20351-17)
clrng
69. Co's& diing ky: Troikaa Pharmaceuticals Limited (Pju chi: Commerce House-1, Opp Rajvansh
Apartment Judges, Bungalow Road, Ahmedabad G.J 380054, India)
69.1. Co sé san xuit: Troikaa Pharmaceuticals Ltd (Pia chi: C-1, Sara Industrial Estate, Selaqgui,
Dehradun-248197, Uitarakhund, Indic) )
163 | Bupitroy Bupivacaine HCl | Dung Hop 5 6ng | USP 24 890114083223 | 0l
heavy 21,12mg tirong dich x4ml | phién (VN-16919-13)
duong thudc bdn
Bupivacaine HCl | tiém hién
khan 20mg/4m] hanh
70. Co s& ding ky: Worwag Pharma GmbH & Co. KG (Dja chi: Flugfeld-Allee 24, 71034
Béblingen, Germariy)
70.1. Co s& san xuitt: Solupharm Pharmazeutische Erzeugnisse GmbH (Pfa chi Industriestr. 3,
34212 Melsungen, Germany)
164 | Milgamma | Thiamine Dung Hop 5 éng | NSX 36 400100083323 | 01
N hydrochloride dich tiém | x:2ml (VN-17798-14)
100mg;
Pyridoxine
| hydrochloride
100mg;

Cyanocobalamin

Img

71. Co s diing ky: Zydus Lifesciences Limited (Dja chi: Zydus Corporate Park, Scheme No: 63,
Survey No. 536 Khoraj (Ganedhindgar), Nr. Vaishnodevi Circle, Ahmm’ubad Gandhinagar G.J 382481,

ndia)

71.1. Co s siin xufit: Cadiln Healtheare Litd, (Pju chi: Plot No. 417, 419, 420, Surkhej Bavia

National Highway No.

State, India)

8A, Village — Moraiva, Tal - Sanand, Dist:-Ahmedabad - 382 210, Gujarat
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STT | Tén thudc | Hoat chatchinh | Dang Quy cich | Tiéu | Tudi S$6 ding ky S50
- Ham lirpng bao ché | déng géi | chudn | tho gia han lan

(thang) | (Sodéng ky gia
di cip) hgn

(1) (2). 3) ) (5) (6) () (8) @)

165 | Forair 125 | Salmeterol (duéi | Thude | Hép 1 NSX 24 890110083423 | 01
dang Salmeterol | xit phun | binh xit (VN-15746-12)
xinafoate) 25mcg; | mu 120 liéu
Fluticasone

| propionate
125meg:

166 | Forair 250 | Salmeterol (duéi | Thube | Hoép 1 NSX 24 890110083523 | 01
dang Salmeterol | xit phun | binh xit (VN-15747-12)
xinafoate) 25mcg; | mu 120 licu '
Fliticasone
propionate
250meg

Ghi cha:

1. Cach ghi tiéu chudn chat Ieeng thude tai cot (6)
- Nha sdn xudt (NSX), Tiéu chudn nha sdn xudt (TC NSX) Tidu chudn cor m' (TCCS), In-house cd by
nghta trong dwong nhau, 14 tiéu chudn chit legng thuée do co s& sin xudt xdy dung va déu cé thé
¢hege ghi trén nhan thuoc.
- Cdach viét tdt ede tiéu chudn chdl fieomg thr(rc dién: Duwoe dién Viét Nam. (DB VN), Dicge dzen Anh:

(BP), Duwge dién My (USI’) Duge dién Nhat Ban (IP), Duge dién Trung Quoc (CP), Dupe dién Chdi

du (EP), Duge dién Quéc 1é (IP)...
2. 86 ding ky tai et (8):

han théo quyér dinh nay.

."m' déing ky: gia han li 56 ding ky digre cdp theo quy dinh tai Phu hue VIT hong fir 08/2022/TT-BYT
ngay 05/09/2022 ciia B tricong Bo Y té quy dinh vicc dang ky lwu hanh tlméc nguyen ligu lam thude.
- 86 déing ky da cdp (cheoe ghi rong ngodic don) 1 50 déng ky di dioe cap triede ki thube duge gia
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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1dp - Ty do — Hanh phic
S4: 4559 /QLD-DK Ha Ngi, ngay 04 thang 05 ndm 2023

V/v cong bb danh muc ndi dung
‘thay d6i nho chi yéu ciu thong béo
theo quy dinh tai khoén 2 Diéu 38
Théng tu s6 08/2022/TT-BYT
(Pgt 1)

Kinh giri: CAc co s& ding ky, co sé san xudt thudc lwu hanh tai Viét Nam

Thyc hién quy dinh tai Khoan 2 Didu 38 Théng t s6 08/2022/TT-BYT ngay
05/9/2022 ciia B6 Y té quy dinh viéc dang ky luu hanh thubc, nguyén licu 12m
thude,

Cuc Quan ly Duroce thong bao:

1. Cong bé danh muc néi dong thay di nho chi yéu cu théng bao theo quy
dinh tai Khoan 2 Diéu 38 Théng tu $0 08/2022/TT-BYT (Dot 1) tai Phu luc dinh
kém cong vin ndy. '

2. Danh muc néi dung thay ddi nho chi yéu cau théng bao dirgc dang tai trén

Trang thong tin dién tir ctia Cuc Quan ly Duogc tai dia chi: hftﬁs:f/dav-.gﬁv.vn-; _
3. Péi véi cac thude, nguyén liéu 1am thude trong danh muyc da thue hién

thay d6i, b6 sung trong qué trinh liu hanh hoic c¢é dinh chinh théng tin lién quan

dén gidy ding ky luu hanh thude, nguyén lidu 1am thude, doanh nghiép xuét tinh
viin ban di dugc phé duyét hodc x4c nhan cia B6 Y té€ (Cuc Quan 1y Duoc) véi
cic co quan, don vi lién quan dé thure hién theo quy dinh phap luat. |

4. Co so duge thie hién va chiu hoan toan trdch nhiém déi voindi dung thay
d61 nho chi yéu ciu thong bio ké tir ngdy tiép nhan ghi trén phiéu Atl‘E]) nhan hd so.

Co s ding ky thudc, co sé san xuét chiu trach nhiém trrée phap lnat vé tinh chinh

xéc, trung thure ctia thong tin thay d6i bd sung chi yéu ciu théng béo, thirc hién
lru trir hd so, tai ligu dé co quan c6 thim quyén hau kiém theo quy dinh tai Khodn
2 Diéu 38 Thong fur s6 08/2022/TT-BYT.

Trong qua trinh thuc hién néu ¢ kho khin vuéng méc, dé nghi thong bao

vé Cuc Quén ly Duoc dé kip thoi giai quyét.
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Cuc Quan Iy Dugc théng béo dé cac co s biét va thye hign diing cac quy

dinh hién hanh./.

Noi nhin:

- Nhu trén;

-TTr. D& Xuan T uyén (d& blc);

- Cue treomg (dé ble);

-PCT Nic,uycn Thanh Lam (dc. b/e);

« S& Y té céc tinh, thanh phd tryc thude Trung wong;

- Coe Quan Y - Bo Quéc phong, Cuc Y 1¢ - By Cong an;
CucY té GTVT - Bd Giao thdng van tai.

-Té ong Cuc Hai quan - B§ Tai chinh;

- Bao }nem Xa hoi Viét Nam,

-B0 Y (& Vu PC, Cuc QLYDCT, Cyuc QLKCB, Thanh tra
BG.

- Vién KN thudc TU, Vién KN thubc TP. HCM

- Tong Céng ty Duge VN-CTCP; Cic Cong ty XNK duge
phim;

- Cde Bénh viEn & Viéncod g gitrdng bénh trure thuée BYT;

- Cacphong Cuc QLD: QLGT, QLKDD, QLCLT, PCTTra,
VP Cuye; Website Cuc QLD.

- Lwu: VT, DKT.

TL. CUC TRUONG
TRUGNG PHONG PANG KY
THUOC

Ngu_yf?:-n Viin Loi
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PHU LUC
DANH MUC NQI DUNG THAY POI NHO CHi YEU CAU THONG BAO THEO QUY DINH TAI KHOAN 2 PIEU 38 THONG TU SO 08/2022/TT-BY'T

(Ban hanh kém theo Céng vin 56 4559/ OLD-DK ngay 04/05 /2023 cua Cyuc Quan Iy Duoc)

STT [ Tén thube S6 Pang ky Co sd' ding ky Nha san xuat VA tiép nhin [ Ngay tiép Ngi dung Théng tin di duyét Théng tin ¢ap nhit thay adi
hd so nhan tn thay 86
30 sung/Mi
phén loai
thay déi/bd
sung
37 | Amlodac 5 VN-22060-19 Zydus Lifesciences | Zydus Lifesciences | 2514/TBNN | 24/10/2022 MiV-N1 | Tén co sd ding ky 43 duyét: Cadila Tén co s& ding k¥ xin thay ddi:Zydus Lifesciences
Limited Limited Healthcare Ltd.Bia chi cong ty ding | LimitedPja chi co s& dang ky xin thay déi:Zydus
ky 43 duyét:Zydus Tower. Satellite Corporate Park, Scheme No. 63, Survey No. 536
Cross Road, Ahmedabad 380 015, Khoraj (Gandhinagar), Nr. Vaishnodevi Circle,
India Ahmedabad Gandhinagar GJ 38248], India
38 [Amlodac5 [ VN-22060-19 Zydus Lifesciences | Zydus Lifesciences | 2514/TDNN { 24/10/2022 MiV-N9 | Tén co 5o san xudt thude thanh phim | Tén co s& san xudt thude thanh phém xin thay
Limited Limited da duyét: Cadila Healtheare Ltd. ddi:Zydus Lifesciences Limited

46 | Apixaban VN3-407-22 Zydus Lifesciences | Zydus Lifesciences | 2858/TDNN | 8/12/2022 MiV-N1 | Tén co so dang ky d3 duyét: Cadila Tén co s& ding ky xin thay déi: Zydus Lifesciences
Tablets Limited Limited Healthcare Ltd.Pja chi co so dang ky | LimitedDPja chi co 56 ding ky xin thay dbi: Zydus
2.5mg di duyét: "Zydus Tower" Satellite Corporate Park, Scheme No. 63, Survey No. 536 .

Cross Road, Sarkhej Gandhinagar Khoraj (Gandhinagar), Nr. Vaishnodevi Circle,
Highway, Ahmedabad 380 015, Ahmedabad Gandhinagar GJ 382481, India
India ‘

47 [Apixaban | VN3-407-22 Zydus Lifesciences | Zydus Lifesciences | 2858/TDNN | 8/12/2022 MiV-N9 | Tén co 56 sin xuit thudc thanh phim | Tén co sé san xudt thuoc thanh phim xin thay dm
Tablets Limited Limited da duyét: Cadila Healthcare Zydus Lifesciences LimitedBja chi co s¢ san xut
2.5mg LimitedDja chi co 5& san xuit thude | thudc thanh phém xin thay déi: Survey No. 417, 419

thanh phém di duyét: Plot No. 417, & 420, Sarkhej - Bavla National Highway No. 8A,
419, 420, Sarkhej Bavla National Village - Moraiya, Taluka - Sanand, Dist. -
Highway No. 8A, Village - Moraiya, | Ahmedabad - 382 210 Gujarat State, India.

Tal - Sanand Dist: Ahmedabad, 382

210 - India.

48 | Apixaban VN3-408-22 Zydus Lifesciences | Zydus Lifesciences | 2858/TDNN | 8/12/2022 MiV-N1 | Tén co so ding ky d3 duyét: Cadila Tén co s¢ dang ky xin thay ddi: Zydus Lifesciences

Tablets 5mg Limited Limited Healthcare Ltd.Dja chi co sd ding ky | LimitedDja chi co so dang kv xin thay déi: Zydus
da duyét: "Zydus Tower" Satellite Corporate Park, Scheme No. 63, Survey No. 536
Cross Road, Sarkhej Gandhinagar Khoraj (Gandhinagar), Nr, Vaishnodevi Circle,
Highway, Ahmedabad 380 015, Ahmedabad Gandhinagar GJ 382481, India
India

49 |Apixaban | VN3-408-22 Zydus Lifesciences | Zydus Lifesciences | 2858/TDNN | 8/12/2022 MiV-N9 [ Tén co s sin xudt thuéc thaoh phdm | Tén co ¢ sin xuét thudc thanh phm xin thay ddi:

Tablets Smg Limited Limited da duyét: Cadila Healthcare Zydus Lifesciences LimitedBja chi co 50 sin xudt
LimitedBia chi co s& san xvit thude | thuéc thanh phém xin thay déi: Survey No. 417, 419
thanh phim d3 duyét: Plot No. 417, & 420, Sarkhej - Bavla National Highway No. 8A,
419, 420, Sarkhej Bavla National Village - Moraiya, Taluka - Sanand, Dist. -
Highway No. 8A, Village - Moraiya, | Ahmedabad - 382 210 Gujarat State, India.

Tal - Sanand Dist: Ahmedabad, 382 -
210 - India.
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51 |Atorvastatin [ VN-23151-22 Zydus Lifesciences | Zydus Lifesciences | 285%/TDNN | 8/12/2022 MiV-N1 | Tén co st diing ky da duyét: Cadila Tén co s0 dang k¥ xin thay di: Zydus Lifesciences
Calcium Limited Limited Healtheare Lid. Limited
Tablets USP
20mg
52 |Atorvastatin | VN-23151-22 | Zydus Lifesciences | Zydus Lifesciences | 2859/TENN | 8/12/2022 MiV-N9 | Tén co s& sin xuit thudc thinh phidm | Tén co s& sin xudt thudc thanh phim xin thay déi:
Calcium .Limited Limited da duyé¢t:Cadila Healthcare Ltd. ;
Tablets USP
20mg
129 | Erlotinib VN3-376-21 Zydus Lifesciences | Zydus Lifesciences | 2607/TDNN | 4/11/2022 MiV-N1 | Tén co sd dang ky d3 duyét: Cadila Tén co so dang ky xin thay ddi: Zydus Lifesciences
Tablets Limited Limited Healthcare Ltd.Dja chi co sd ding ky | LimitedDja chi co s& d&ng ky xin thay 48i:Zydus
100mg da duyét: "Zydus Tower" Satellite Corporate Park, Scheme No. 63, Survey No. 536
Cross Road, Sarkhej Gandhinagar Khoraj (Gandhinagar), Nr. Vaishnodevi Circle,
Highway, Ahmedabad 380 015, Ahmedabad Gandhinagar GJ 382481, India
[ndia
130 | Erlotinib VN3-376-21 Zydus Lifesciences | Zydus Lifesciences | 2607/TDNN | 4/11/2022 MiV-N9 | Tén co st sin xuat thudc thinh phim | Tén co s¢ san xuét thude thanh phim xin thay déi:
Tablets Limited Limited da duyét:Cadila Healthcare Lid. Zydus Lifesciences Limited
100mg
131 | Erlotinib 890114016723 | Zydus Lifesciences | Zydus Lifesciences | 673/TDNN 10/4/2023 MiV-Nl | Tén co s& dang ky 43 duyét: Cadila Tén co s& dang ky xin thay dbi: Zydus Lifesciences
Tablets Limited Limnited Healthcare Ltd. Limited
150mg
132 | Erlotinib 890114016723 | Zydus Lifesciences | Zydus Lifesciences | 673/TDNN 10/4/2023 MiV-N9 | Tén cosa sin xuit thudc thanh phim | Tén co sé san xudt thude thanh phém xin thay dbi:
Tablets Limited Limited dd duyét:Cadila Healthcare Lid. Zydus Lifesciences Limited
150mg
154 | Forair 125 VN-15746-12 Zydus Lifesciences | Zydus Lifesciences | 2608/TDNN | 4/11/2022 MiV-N1 | Tén co so dang ky ¢ duyét: Cadila Tén ca s& diing ky xin thay dbi: Zydus Lifesciences
Limited Limited Healthcare Ltd.Dja chi co sé dang ky | LimitedBia chi co sé dang ky xin thay déi:Zydus
d3 duyét: "Zydus Tower" Satellite Corporate Park, Scheme No. 63, Survey No. 536
Cross Road, Sarkhej Gandhinagar Khoraj (Gandhinagar), Nr. Vaishnodevi Circle,
Highway, Ahmedabad 380 0135, Ahmedabad Gandhinagar GJ 382481, India
India :
155 |Forair 125 {VN-15746-12 | Zydus Lifesciences | Zydus Lifesciences | 2608/TDNN | 4/11/2022 MiV-N9 [ Tén ca s& san xudt thude thanh phdm | Tén co s& sin xuit thude thanh phim xin thay ddi;
Limited Lirnited da duyét:Cadila Healthcare Ltd. Zydus Lifesciences Limited
156 | Forair 250 VN-15747-12 Zydus Lifesciences | Zydus Lifesciences | 2608/TDNN | 4/11/2022 MiV-N1 | Tén co s dang ky di duyét: Cadila Tén eo s& ding ky xin thay ddi: Zydus Lifesciences
Limited Limited Healtheare Ltd.Dia chi co s diing ky | LimitedBja chi co so dang ky xin thay déi:Zydus
42 duyét: "Zydus Tower" Satellite Corporate Park, Scheme No. 63, Survey No. 536
Cross Road, Sarkhej Gandhinagar Khoraj (Gandhinagar), Nr. Vaishnodevi Circle,
Highway, Ahmedabad 380 015, Ahmedabad Gandhinagar GJ 382481, India
India
157 [Forair 250 VN-15747-12 Zydus Lifesciences | Zydus Lifesciences | 2608/TPNN | 4/11/2022 MiV-N9 | Tén co 50 sén xuat thufc thinh phim | Tén co s¢ sén xudt thudc thanh phém xin thay déi:
Limited Limited di duyét:Cadila Healthcare Ltd. Zydus Lifesciences Limited
158 [Formonide {VN-16444-13 Zydus Lifesciences | Zydus Lifesciences | 2611/TDNN | 4/11/2022 MiV-NI | Tén co so déing ky 3 duyét: Cadila Tén co sir dng ky xin thay d6i: Zydus Lifesciences
100 Inhaler Limited Limited Healthcare Ltd.Dja chi co st dang ky

di duyét: "Zydus Tower"” Satellite
Cross Road, Sarkhej Gandhinagar
Highway, Ahmedabad 380 015,
India

LimitedBja chi co sd ding ky xin thay d6i:Zydus
Corporate Park, Scheme No. 63, Survey No. 536

'| Khoraj (Gandhinagar), Nr. Vaishnodevi Circle,

Abmedabad Gandhinagar GJ 382481, India
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc 14p - Tu do - Hanh phiic
2, /QLD-PK

Vv dfnéchmh quyét dinh c4p Ha Néi. ne : $m 201
SPK thudc nude ngoai @hid necy ﬂf thdngd/( nart 2013

Kinh gii:
- S0'Y t€ céc tinh, thanh phé tryc thudc trung wong;
- C4c cong ty dang k¥ cd thuSc duoge dinh chinh

Cuc Quin ly Duge thong bdo diéu chinh mot s6 not dung trong cdc Quyét
dinh c&p s6 dang ky thu6c nudc ngodi nhu sau:

1. Quyét dinh s6 07/QD-QLD ngay 07/01/2010 clia Cuc trudng Cuc Quin ly
Dugc cong b 782 tén thufic nude ngoai dugc phép hm hanh tai Vlet Nam, dot
67:

1.1. ThuSc Ahngookderma (tén méi: Genseoderm), SPK: VN-5441-10 do
cong ty Jeil Pharmaceuticals Co., Ltd. ding k¢ (cong ty ding ky m6i: Wuhan
Grand Pharmaceutical Group Co., Ltd.), trong Quyét dinh ghi tén va dia chi nh)
san xudt 1a “Ahn Gook Pharmaceutical Co., Ltd.; dia chi 903-2, Shangshin-ri,
Hyangnam-myun, Hwasung-kun, Kyunggi-do, Korea”; nay dinh chinh tén va dia
chi nha san xuft 1a “Ahngook Pharmaceutical Co., Ltd.; dia chi 903-2, Shangsin-
ri, Hyangham-myeon, Hwaseong-si, Gyeonggi-do, Korea”.

2. Quyét dinh s6 417/QD-QLD ngay 17/12/2010 clia Cue trudng Cuc Quén Iy
Dugc cong b6 745 tén thue nude ngodi duge phép huu hanh tai Vlét Nam, dot
70:

. 2.1. Thuéc Combivent, SDK: VN-10786-10, do c6ng ty Boehringer
Ingelheim International GmbH ding ky, trong Quyét dinh ghi thanh phén chinh,
ham luong 12 Ipratropium bromide, Salbutamol sulphate, 0,52mg; 3mg; nay dinh
chinh thanh phin chinh hdm luwong Ix: 0,52mg Ipratropium bromide
monohydrate twong duong 0,5mg Ipratropium bromide anhydrous, 3mg
Salbutamol sulphate twong duong 2,5mg Salbutamol base.

3. Quyét dinh s6 40/QD-QLD ngay 10/02/2011 ciia Cuc truéng Cuc Quén ly
Dugc cong b6 461 tén thube nude ngodi duge phép luu hinh tai Vxét Nam, dot
Tl

3.1. ThuSc Paceject injection, SDK: VN-11922-11 do céng ty Jeil
Pharmaceutical Co., Ltd ding ky, trong Quyét dinh ghi hoat chat 1. Ncltnnycm
sulfat; nay dinh chinh hoat chat 12 Netilmicin sulfat.

4. Quyét dinh s6 127/QD-QLD ngdy 20/4/2011 cha Cuc trudng Cuc Quan 1y
Duge vé viéc ban hanh danh muc 697 thuSc nuée ngodi duge phép uu hanh tai
Viet Nam, dot 72 .

4.1. Thudc Cefipron sachet, SPK: VN-12802-11 do cOng ty Yeva
Therapeutics Pvt. Ltd. ding k¥, trong Quyét dinh ghi dia chi nha sin xuit chua
chinh x4c¢ Ia ‘Plot No. 11 and 12, Kumar Industrial Estate, Gat No. 1251-1261,
Markal, Khed, Pune 412 105, Maharashtra state, India’; nay dinh-chinh dia chi
nhi sin xudt 13 ‘Plot No. 11 & 12, Kumar Ind. estate, Markal, Pune 412 105,
India’.
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5. Quyét dinh s6 230/QD-QLD ngay 12/7/2011 cta Cuc trudng Cuc Quén 1y
Dugc vé viéc ban hanh danh muc 639 tén thude nuée ngoai duge phép.luu hanh
tai Viét Nam, dot 73:

5.1. ThuSc Anzatax Paclitaxel 30mg/5ml; SPK; VN-13010-11, do cong ty

TNHH Dugc ph’lm va Ho4 chdt Nam Linh ding k¢, do sai sét clia cong ty trong

viéc chudn bi t& théng tin sin phdm nén trong Quyét dinh ghi tén thudc 1a
“Anzatax Paclitaxel 30mg/5ml”; nay dinh chinh tén thudc la “Anzatax
30mg/5Sml”.

5.2. Thuéc 'I'hymosin‘alpha 1 for Injection, SPK : VN-13015-11 do cong
ty TNHH Dugc phdm Viét Phdp ding k¥, trong Quyét dinh ghi tén thute la
Thymosin alpha 1 for IIIJECUDH, hoat ch4t Ja Thymalfasm alpha 1; nay dinh chinh
tén thudc 13 Thymosin o 1 for Injection, hoat chat 13 Thymosin alpha 1
(Thymalfasin).

6. Quyét dinh s6 338/QD-QLD ngay 07/9/2011 cha Cuc tnmng Cuc Quan ly
Dugc cong b6 498 tén thuSc nuée ngodi duge phép luu hanh tai Viét Nam, dot
74:

6.1. Thudc Pamisol Disodium Pamidronate 30mg/10ml, SDK: VN-13614-
11, do cong ty TNHH Dugc phdm va Hod chdt Nam Linh dang k¢, do sai s6t clia
cong ty trong viéc chudn bj t& thong tin sin phm nén trong Quyét dinh ghi tén
thuéc 13 “Pamisol Disodium Pamidronate 30mg/10ml”; nay dinh chinh tén thudc
12 “Pamisol 30mg/10ml”.
_ 6.2. Thu6c Pamisol Disodium Pamidronate 90mg/10ml, SDK: VN-13615-
11, do cong ty TNHH Duoc phdm va Ho4 ch4t Nam Linh ding k¢, do sai s6t ctia
ct‘mg ty trong viéc chufn b1 t& thong tin sin phdm nén trong Quyét dinh ghi tén
thudc Ia “Pamisol Disodium Pamidronate 90mg/10ml”; nay dinh chmh tén thudc
1a “Pamisol 90mg/10ml”.

7. Quyét dinh s6 21/QD-QLD ngdy 12/01/2012 clia Cuc trudng Cuc Quén [y

Duoc vé viéc ban hanh danh muc 463 tén thu6c nuéc ngodi dugc phép Iwu hanh

tai Viét Nam, dgt 76:
7.1. Thu6c Rovartal 10, SBK: VN~14500 12 do cong ty Cipla Ltd dang

ky, trong Quyét dinh ghi dia chi nha sdn xudt ]a “M-61, M-62 & M-63, Verva

Industrial Estate, Verna Goa, India”; nay dinh chinh dia chi nha san xu#t 13 “L-2,
Additional MIDC, Satara 415 004, India”.

7.2. Thuéc Texofen-60, SPK: VN-14442-12 do cong ty Amtec Health
Care Pvt,, Ltd, dang k¢, do sai s6t cla cong ty trong viéc chudn bi & thong tin
san ph:"im, don ding kY, trong Quyét dinh ghi quy cdch déng g6i 1a “Hop 1 vi x

10 vién”; nay dinh chinh quy c4ch déng géi 1a “Hop 1 vi x 10 vién, Hoép 3 vi x

10 vién, Hop 10 vi x 10 vién™,
8. Quyét dinh s6 164/QD-QLD ngay 22/06/2012 clia Cyc truéng Cuc Quan Ly

duge vé viée ban hanh danh muc 517 thudc nuée ngoai dl;ro’c clp s6 ding ky Ieu:

hanh tai Vlet Nam, dot 78:
8.1. Thudc Liposic, SDK: VN-15471-12 do cong ty Hyphens Pharma Pte.

Ltd ding ky, trong Quyét dinh ghi tén thudc 1a “Llposm” nay dinh chinh tén
thudc 1 “Liposic® eye gel”. _

N
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8.2. ThuGc Braleib Eye Drops, SDK: VN-15214-12 do cOng ty. Atco
Laboratories Ltd. ding k¥, trong Quyét dinh ghi tiéu chudn 13 “USP” nay dmh
chinh tiéu chufn 12 “Nha sin xuat”.

9. Quyet dinh s6 165/QD-QLD ngay 22/6/2012 ciia Cyc trrdng Cuc Quin 1§ Duge
v& viéc ban hanh danh muc 16 tén thuéc nuée ngoi‘u duge phép hru hanh tai Viét
Nam, dot 78 - cfp 01 ndm:

9.1. Thuc DP-Anastrozole, SPK: VN1-669- 12, do cong ty Laboratonos
Liconsa, S.A. ding kY, do sai s6t clia cong ty trong viéc chudn bi hé so nén trong
Quyét dinh gh1 tén nha san xudt 12 “Douglas Pharmaceuticals Ltd.”; nay dinh
chinh tén nha san xufit 13 “Douglas Manufacturing Ltd.”.

9.2. Thugc Irinotecan Teva, SDK: VN1-658-12 do céng ty C6 phén Du'o’c |

phdm Duy Tan ding kY, trong Quyét dinh ghi quy céch déng géi 1a “Hép 1lo
2ml”; nay dinh chinh quy c4ch déng géi 1a “Hop 1 lo Sml™.

10. Quyét dinh 's6 241/QD-QLD ngay 10/10/2012 cha Cuc trudng Cuc Quén Iy
Dugc vé viéc ban hanh danh muc 401 thu6c nudc ngodi duge cip s6 ding k¥ huu
hanh tai Viét Nam, dot 79:

10.1. Thu6c Betnapin, SDK: VN-15849-12 vi Bosbotin, SDK: VN- -

15850-12 do coéng ty TNHH Duge Viét My ding ky, trong Quyét dinh ghi dia
chl nhd san xvat 1a “36-35, khwandae-Ri, Dunpo~Myun, asansi
chungcheongnam-Do, Korea”; nay dinh chinh dia chi nha san xudt 1a “36-25,
khwandae-Ri, Dunpo-Myun, asansi chungcheongnam-Do, Korea”.

10.2. Thu6c Forair 125, SDK: VN-15746-12 v Forair 250, SPK: VN-
15747-12 do cong ty Cadila Healthcare Ltd ding k¢, trong: Quyet dinh ghi quy

cdch déng géi 1a “H(Bp 1 6ng 150 liéu”; nay dfnh chinh quy céch déng géi 1a -

“Hop 1 6ng 120 licu”.
10.3. Thu6c Korucin Tab., SDK: VN- 15919 12, do cong ty Hana Pharm.

Co., Ltd diang k¢, trong Quyét dmh ghi tiéu chuén 12 “Nha sdn xudt”; nay dmh

chinh tiéu chudn 12 “USP 32",

10.4. Thubc Bluesana, SDK: VN-16042-12 do cong ty SLA (Tenamyd
Canada) Inc. ding k¢, trong Quyét dinh ghi quy cdch d6ng g6i 1a “Hop 2 vi x 10
vién"; nay dinh chinh quy cdch déng géi 1a “Hép2 vix 6 VIen”

Cuc Quan 1y Duoc thong béo dé cdc don vi biét./.

Noi nhén:

- Nhu trén; i

- Cuc Quan y - BO Qudc phbng. Cuc Y & - Bo Cong an;
- Cuc Y t€ Giao thong vin tdi - Bo Giao thong vin ti;

- Téng cucHai quan - B Tai chinh;

- Bio hiém Xa hoi Viet Nam;

- Vuy Phap ch&, Cyc Quéin 1§ Y, Duge c8 truyén, Cuc Qu p.
Kham, chita bénh - Bo Y t&, Thanh o 1511? ; &[ S o
- Vien KN thude TW, Vién XN thude b o~ s

- Toig Cong ty Duge VN; pwling Quoc Cuong
- C4c Beénh vién & Vien c6 givong bénh trye thuGc Bo Y 1€}
- Website Cuc QLD, Tap chf Duge & MP, P. QLKD Ducrc
- Lwu: VP, DK(10),
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BOY TE CONG HOA XA HOI CHU NGHIA VIRT NAM
CUC QUAN LY DUGC Poc lap - Tu do - Hanh phie

S6 ’750’7’/ QLD-BK Ha Néi, ngay 22 thang ‘(/ nam 2015
V/v B6 sung. tieu chudn nguyén liéu
trén nhiin va hudng din sit dung

Kinh gui: Cadila Healthcare Ltd..
Dia chi: “Zydus Tower" Satellite Cross Road, Ahmedabad 380 015,
India.
Tiép theo cong vin s6 19277/QLD-DK ngay 10/11/2014 clha Cuc Quén ly
Dugc, xét don dé nghi dé ngay 12/11/2014 va cdc i liéu ¢6 lién quan clia cong
-ty v8 viéc bd sung tiéu chufn nguyén liéu (rén nhin v huéng din sit dung déi
v6i thudc nuée ngodi da duge cip s d’ing, k¢ luu hanh,
Can cit Thong tr s 44/2014/TT-BYT ngdy 25/11/2014 cha Bo Y t€ Quy

dinh viée déing ky thusc, Thong tur s6 04/2008/TT-BYT ngay 12/05/2008 clia B(‘) f

Y 1€ Hudng din ghi nhén thude,

Cin cit bién ban thdm.dinh hé so thay déi/ b6 sung, Cuc Quén 1y Duge cé h<.

¥ kién nhu sau:
Déng ¥ dé cong ty dugc b6 sung tiéu chufin hoat chit theo duge dién Anh

(BP) trén nhan va hudng din st dung d6i véi thude Forair 250, s6 dang ky: VN-
15747-12.

MAu nhan méi duge déng déu xdc nhan cha Cyc Quan Iy Dige dinh kém
cong viln ndy.

Ngodi ndi dung duge thay déi trén, tdt cd cdc nol dung khic gt nguyén

nhu hé sg diing ky thude luu tai Cyc Quan 1y Dirge.
Cong ty dang ky, nha san xuft phai chiu (rdch nhiém vé chat hrdng d6i-véi

thude luu hianh trén thi trudng, ndi dung ;_,Iu trén nhén thu6e, quy dinh vé s& hita
trf e lién quan dén nhin hiéu hang ho4 cta thudc va ¢6 trdch nhiém théng béo

sy 1hay déi ndly dén céc co quan lién quan va khéch hang,
Sau 03 thdng ké tir ngay k\j cbng vin ndy cong ty khOng duoc nhap khéu
thudc t:én v6i mAu nhin ¢ vi noi dung cii di thay déi cla & hung din sir

dung. | _
Cuc Quan 1y Dugc thong bdo dé cong ty biét va thuc hién ding cdc quy
dinh cha Viét Nam vé luu hanh thue./.

Not nhdn: KT CUC TRUGNG

- Nhur trén; TR N
-Lwu: VT, KT (T) _ 6 )8 , RUGNG

iét Hing
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGQC ‘Poe 1ap - Ty do - Hanh phiic

56 13 {2 £1QLD-DK Ha Néi, ngdy 9@ thdng #- ndm 2015
Vv dfﬂh{h%ﬂ: quyét dinh cfip SDK e &4y a&? 8 ?L
thudc nudc ngodi

Kinh gi: - S& Y t€ céc tinh, thanh phd true thude Trung vong;
- C4c cong ty ding ky ¢6 thu6c duoge dinh chinh.

Cuc Quén 1y duge théng bdo diéu chinh mét s& néi dung trong cdc Quyét
dinh cép s6 dang k¢ thudc nirée ngodi nhu sau: _
1. Quyét dinh s& 417/QD-QLD ngay 17/12/2010 cna Cyc truéng Cuc Qudn ly
duge cong b 745 tén thude nude ngoai duge phép lwu hanh tai Viét Nam, dgt

70:
1.1. Thuc Rabikon-20, SPK: VN-10899-10, do Cdng ty TNHH Duoc

‘phim Nhan Vy Cudng ding ky, trong Quyét dinh ghi hoat chét - ham lugng 1

"Natri Rabeprazole, 20mg Rabeprazole", nay dinh chinh hoat chét - him lugng
12 "Natri Rabeprazole 20mg". ‘

1.2, Thute Sarinex, SPK: VN-11567-10 do cong ty Efroze Chemical

Industries (Pvt) Ltd ding k¥, do sai s6t clia cOng ty trong viéc chudn bi té& théng
tin sin phdm nén trong Quyét dinh ghi dia chi cong ty dang ky 12 146/23
Korangi Industrial Area, Karachi, Pakistan va dia chi nha sin xuft 1a 12-C,
Block-6, P.E.C.H.S. PO Box 4509, Karachi, Pakistan; nay dinh chinh dia chi
cong ty dang ky 1a 12-C, Block-6, P.E.C.H.S. PO Box 4509, Karachi, Pakistan v
dia chi nha sdn xuft 1a 146/23 Korangi Industrial Area, Karachi, Pakistan.

2. Quyét dinh s6 40/QD-QLD ngay 10/2/2011 cia Cuc truémg Cuc Quan ly dugce
cong b8 461 thudic nudc ngoai dirge phép luu hanh tai Viét Nam, dot 71;

2.1. Thu6c Navadiab, SPK: VN-11676-11, do Consorzio Con Attivita
Esterna Medexport Italia dang ky, do sai sét clia céng ty trong t& t6m tht sin
phém, trong Quyét dinh ghi dia chi co s& sin xuft 1a "Via G. Pascoli, 1 20064
Gorgonzola Milano, Italy", nay dinh chinh dja chi co s& sdn xuét 12 "Gorgonzola
(MI), via G. Pascoli n.1, e reparto distaccato in via Muoni, 15, Italy”.

3. Quyét dinh s6 127/QD-QLD ngay 20/4/2011 cia Cuc trudng Cuc Quén ly
Dugc cong b 697 tén thubc nuée ngodi duge phép luu hanh tai Viét Nam, dot
72

3.1. Thu6c Thiogamma 600 Oral, SDK: VN-12729-11, do céng ty Worwag
Pharma GmbH & Co. KG ding k¥, trong Quyét dinh ghi tén céng ty ding k¥ 1a
Worwag Pharma GmbH & Co. KG, nay dinh chinh tén cong ty ding ky Ia
Woerwag Pharma GmbH & Co. KG.

3.2. Thuse Maltofer, SDK: VN-12424-11, do cong ty Diethelm & Co., Ltd.
dang k¥, trong Quyét dinh ghi hoat chat ham lueng 13 Acid folic, Phire hop sit
(111) hydroxide polymaltose 10mg; 35,7mg/ml nay dinh chinh hoat chét, ham
luong 13 Phirc hop sit (III) hydroxide polymaltose 35,7mg/ml. o
4. Quyét dinh s6 230/QD-QLD ngay 12/7/2011 cla Cuc trudng Cuc Quén ly
Duoe cong b6 639 tén thude nuée ngodi duge phép luu hanh tai Viét Nam, dot

73
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Majang- Myeon, Ichon-Si, Gyconggi-Do, Koea.

9. Quyét dinh s6 241/QD-QLD ngay 10/10/2012 cia Cuc trudng Cuc Quan 1y
Duge vé viée ban hanh danh muc 401 tén thuSc nu6c ngodi duge phép luu hanh
" tai Viét Nam, dot 79:

9.1 Thubec Forair 125, SDK: VN-15746-12 do cong ty Cadila Healthcare
Lid. ddng ki, trong Quyét dinh ghi ham lugng hoat chft 1a Salmeterol 25meg va
Fluticasone 125meg / liéu xit; nay dinh chinh him lwgng hoat chét 1a Salmeterol
(du6i dang Salmeterol xinafoate) 25mcg/ lidu xit va Fluticasone propionate
[25meg / liéu xit.

9.2, ThuSe Forair 250, SDK: VN-15747-12 do cong ty Cadila Healthcare
Ltd. diing k¥, trong Quyét dinh ghi ham lugng hoat chét 1a Salmeterol 25mcg va
Fluticasone 250mceg / liéu xit; nay dinh chinh him luong hoat chét 12 Salmeterol
(duéi dang Salmeterol xinafoate) 25mcg/ liéu xit va Fluticasone propionate
250mcg / liéu xit. :
10.Quyét dinh s6 184/QD-QLD ngay 05/7/2013 cha Cuc trudng Cuc Quéan 1§
Duge vé viée ban hanh danh muc 382 thudc nude ngoai duge cp s6 ding ky luru
hanh tai Viét Nam, dot 82:

10.1.Thudc Gujus Injection, SDK: VN-16734-13 va thu6c Phabico
Injection, SDK: VN-16735-13 do cong ty Il Hwa Co., Ltd. ddng kY, trong Quyét
dinh ghi c6ng ty ding kg 14: Dong Sung Pharm Co., Ltd., dia chi: 703-14,
Banghak-dong, Dobong-gu, Seoul, Korea ; nay dinh chinh céng ty ding ky la: Tl
Hwa Co., Ltd., dia chi: 437 Sutaek-dong, Guri-shi, Kyonggi-do, Korea. :

10.2. ThuSc Esafosfina, SDK;: VN-16777-13 do céng ty Growena Impex
Company diing ky, trong Quyét dinh ghi :

- Dia chi cong ty ding ky 1&: 12/F Man Cheung Bldg. 15/7 Wyndham Str.,
Hongkong.

- Tén hoat ch4t 1a: D-Fructose-1, 6-diphosphoric (duéi dang Fructose-1, 6-
diphosphate sedium 5,0g).

Nay dinh chinh:

- Pia chi cong ty ding ky la: 12/F Man Cheung Bldg. 15-17 Wyndham Str.,
Hongkong.

- Tén hoat chét 13; D-Fructose-1, 6-diphosphate (duéi dang Fructose-1, 6-
diphosphate sodium 5,0g). .

10.3. Thu6c Ceftriaxone Gerda 1g/100ml, SPK: VN-16696-13 do céng ty
TNHH Duge phdm Huy Cudng ding k¢, do sai s6t clia cong ty trong viéc chuén
bj t& théng tin san phim nén trong Quyét dinh ghi dia chi nha sin xudt 12
Carretera de Barceloria 135 B Cerdanyola del Vallés, 08290, Barcelona, Spain;
nay dinh chinh dia chi nhd sin xu#t 12 Cira de Barcelona 135-B 08290
Cerdanyola del Valles, 08290, Barcelona, Espagne.
11.Quyét dinh s6 261/QD-QLD ngay 01/10/2013 ciia Cyc trudng Cuc Quéan 1y
Duoc v& viéc ban hanh danh muc 268 thude nuéc ngoai duge cip s6 ding ky huu
" hanh tai Viét Nam, dot 83: ' -

11.1. Thuéc Hwazim Inj., SDK: VN-17052-13, thudc Hwazon Inj., SDK:
VN-17053-13 do céng ty Hana Pharm. Co., Ltd. ding ky vO thuc Maslive Inj.,
SDK: VN-17135-13 do cong ty Pharmaunity Co., Ltd dang ky, trong Quyét dinh
ghi tén nhd sin xuft 12 Hwail Pharmaceutical Co., Ltd, dia chi co s& san xuit 12
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‘ky l4n dfu - s6 ding k¢ c6 higu ll,_Ic.OZ nam) dugc cip s6 dang ky luu hanh tai

Viét Nam, dot 90:
20.1. Thu6c Omnaris Nasal spray, SDK: VN2-372-15 do cong.ty Takeda

Pharmaceuticals (Asia Pacific) Pte., Ltd. dang ky, trong Quyét dinh ghi han
diing 24 thing, nay dinh chinh han dﬁng 36 lhdng
Cuc Quan 1y Duge théng bio dé céc don vi bi€t./.

Noinhdn:

- Nhir trén;

- Bo tn:fmb Nguyén Thj Kim Tién (dé ble):
- Thit tnrdmg L& Quang Cudng (dé bfc); Pl
- Cuc Quan y - BS Quéc phdng, Cuc Y t€- Bo Cong ani’s gﬁé TR

- Cuc Y t€ Giao thong van (i - B Giao théng van taif <44
- Tdng cuc Hai quan - B Tai chinh; o 0
- Bho hiém X7 hoi Vist Nam; o

- Vu Phdp ché, Cuc. Quén ly Y, Dugc cé Lruyén Cuc &énjy
Khém chfa bénh - B4 Y 1€, Thanh tra Bo Y t€;
- Vien KN thusc TW, Vién KN thusc TP. HCM;

- Téng Cong ty Dugc: VN;

- Céc Bénh vién & Vién c6 giudng béoh tnte thude Bo Y 1€;
- Website Cuc QLD, Tap chi Duge & MP, P. QLKD Duge;
- L VB, PKT (12).
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pédc 1ip - Ty do - Hanh phie
S6 AD469 / QLD-DK Ha NGi, ngay A0 thang § ndm 2019

Vv thay doi cch ghi dja chi nhi sin
xufit (dia diém khong thay doi)

Kinh gbi: Cadila Healthcare Ltd. :
Dia chi: Zydus Tower. Satellite Cross Road, Ahmedabad 380 015,
India

Tiép theo c6ng viin sb 6166/QLD-DK ngay 23/04/2019 ciia Cyc Quén 1y

Dugec, xét don d€ nghi ndp ngdy 09.5.2019 va cac tai ligu b sung c6 lién quan
ciia cong ty (sb tiép nhén L3.403/BSTDNN) vé viéc thay ddi cach ghi dia chi nha

4 4

- sén xuat (dia diém khong thay d6i) doi voi thubc nude ngodi di dugce cép 6 déng

ky [uwu hanh,

Cén cir Thong tu sb 32/2018/TT-BYT ngay 12/11/2018 cia B6 Y té Quy
dinh viéc dang ky lwu hanh thube, nguyén liéu lam thuc; Théng fur so.
01/2018/TT-BYT ngay 18/01/2018 ctia By Y t& quy, dinh ghi nhan thuSe, nguyén
lidu Jam thude va to huéng dan st dung;

Cin cir bién ban tham dinh hd so thay ddi/ b sung, Cue Quan ly Duge ¢6
¥ kién nhu sau: ._

Dong y dé cong ty duge thay ddi cach ghi dia chi nha san xuét (dia diém
khéng thay di) déi voi thude Forair 250, sb diing ky: VN-15747-12, cy thé:

- Dia chi co s& san xudt di duge duyét: Sarkhej-Bavla N.H. No 8A,
Moraiya, Tal Sanand Ahmedabad 382 210, India.

- Pia chi co s& san xudt thay dbi: Plot No. 417, 419, 420, Sarkhej Bavla
National Highway No. 84, Village — Moraiya, Tal. Sanand, Dist: Ahmedabad,
382 210, Gujarat State, India,

Ngoai ndi dung duoc thay ddi trén, tit ca cac ndi dung khac gitt nguyén nhu
hd so dang ky thude luu tai Cuc Quan ly Dugc. ’

Cong ty ding ky, nha sin xudt phai chju trach nhiém vé chit lugng doi Vi

“thube lwu hanh trén thi trudng, ndi dung ghi trén nhin thude, quy dinh vé s& hitu
tri tué lién quan dén nhan hiéu hang hod cla thudc va c6 trach nhiém théng bao
sy thay ddi ndy dén céc co quan lién quan va khach hang,. ]

Sau 06 thang ké tir ngdy ky céng vin nay, cong ty khéng duge nhép khau
thudc trén véi cach ghi dia chi cii clia co s& san xudt ctia thude.

Cuc Quan ly Dugc théng bdo d& cong ty biét va thye hién dang cac quy
dinh ctia Viét Nam vé luu hanh thube./. : ~

KI,CUC TRUONG
JC TRUONG
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