CONG TY CO PHAN DUQC PHAM CONG HOA XA HOI CHU NGHIA VIET NAM

THIEM:[’_"EI_X_'I_"_E HA NOI Pic Li:ip - Tw Do - Hanh Phice
SH: 1252/CV/2024/HPC-HCM
Viv: Thay déi sé dang ky cia Tp. H6 Chi Minh, ngay 17 thang 10 nam 2024
Forair 125

Kinh giri: SO Y TE TINH BINH PHUOC
Cac Pon Vi Truc Thude S Y Té Tinh Binh Phuée
(Sau day goi la Quy Khach hang)
Céng ty C6 Phin Dugc Phim Thiét Bi Y t& Ha Nai xin giri 161 chdo trin trong t6i Quy Khach Hang.
Cong ty C phan Duoc phim Thiét bi y té Ha Néi da triing thau san pham Forair 125 theo

Quyét dinh s6 46/QD-SYT ngay 23 thang 01 ndm 2024 ctia S¢' Y té v& viée phé duyét két qua

lya chon nha thau géi thau mua thude generic cho céc co s& y té cong lap trén dia ban tinh
Binh Phude dot 1 giai doan 2023 - 2025;

Cén cur Quyet dinh 226/QD-QLD ngay 03/04/2023 vé viéc ban hanh danh muyc 182 thube nuée
ngoai duoc gia han gidy dang ky luu hanh tai Viét Nam — Dot 113 ctia Cye Quan ly Duge—B§ Y Té;

Chiing t6i xin thong béo vé viéc thay dbi s6 dang ky coa thude Forair 125 nhur sau:

A 2 % So Quy Pon
S]:l‘ T;:g_isr:n Tén hoat chéit h?:nnlguf)gl-g ding cich Dang bao ché | vi :::Tg §6 ding ky
? ky [dong gdi tinh
Salmeterol (dudi dang | ,c oliéu VN- Hop 1 Thude xit phun S0 ding ky dd cap:
| | FORAIR | Salmeterol xinafoate) s IS7 | 50 "17 o |mit(Thudehic | o | 24 _VN-15746-12
125 + Fluticasone 125meg/lidu 46- Iiéuu dinh liew phun thang | S6 dang ky gia han:
propionate - 12 mi dinh liéu) 890110083423

Theo Khoan 24 Piéu 1 théng tu 06/2023/TT-BYT ngay 12/3/2023 vé& viéc stra ddi khoan 6
Piéu 37 Thong tu 15/2019/TT-BYT ngay 11/7/2019 huéng din vé viéc chi dau tu dwgc xem xét dé
nha thiu thay thé thuoc cu thé:

b) Thay doéi so gidy ddng ky huu hanh hodic dwoc cap gidy phép nhdp khdu méi nhung cdc
théng tin khdc khong thay doi (tén thuoc co s6 san xudt, tudi tho ciia thudc, tinh ddp ttng nguyén téc,
tiéu chudn GMP ciia co s& san xudl, tiéu chudn chat hrong; riéng liéu chudn chat liwgng cuia thuoc
thay thé c6 thé thay doi nhing khdng duwgc thdp hon tiéu chudn chat leong ciia thude da trimg thau
hodc di chio trong ho so d thau hodc tiéu chudn chat lwong thuéc dwgc cdp nhdt phién ban moi
cila dioc dién). Riéng thuoc biét dirgc goc sinh phdm tham chiéu khi thay doi s6 gidy dang ky heu
héanh hodc dwoc cdp gidy phe)p nhdp khdu méi thi théng tin thay doi phai duge By Y té cong bé trong
Danh muc thudce biét dwgc goc, sinh phdm tham chiéu;

Chung t61 cam ket ngoai su thay doi trén, céc thong tin khac clia san pham khong c6 bét ky sy
thay dbi nao vé tiéu chuin chét luomg gifra thudc xin thay thé va thude tring thiu.

Céng ty xin dinh kém quyét dinh s6 226/QB-QLD ngay 03/04/2023 ctia Cuc Quan ly Dugc,
kinh mong Quy Khéach hang xem xét chép thuan thong tin thay doi trén.

Xin chén thanh cdm on!
Noi nhin:
- Nhur trén (I ban)
- Luu Contract (2 ban)
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GIAY PHEP LUU HANH SAN PHAM s
b MARKETING AUTHORIZATION e
Tén thube % 1 _Forair125 . = 7 _éﬁﬁ
; Name of Drug: et N = ,ﬂ%
5,/ Thanh phin chinh, hémlugng  ©  Salmeterol xinafoate, Fluticasone propionate; 25mcg e
2ol . Aclive ingredients; Synglti: =, Lz - - Salmeterol; 125meg Fluticasonef liéu xit i vre
Qui céch déng goi, baoché. = :  HYp 1 6ng 150 iiéu, Thube xit phun mlr e
: Packing Size, Dosage form: - j ' ' ) | -3
o' TieuchudnchAtlugng .. :  NSX w3
v 1 Quality Specification:'” % ] _ 5
" Handing ¢ 24thang : ,
% shelf-life: o . :
i 86 gify phép Iuu hanh sdn phdm (SBK): = i
Markefing Authorization Number: VN-15746-12,
sé quybtdinh -7 . 241/0D-QLD . Ngaycép: 10/10/2012 ,
Approval Declsion Number: Date of Issuance: o £
Hiéu lyc clia gidy phép Iru hanh san phém: ¢ gia trj 05 nam k& tr ngay cép ’
Expiration Date of this Markating Authorization: ‘ : t
Tén nha san xuét _ :  Cadila Healthcare Ltd. = o 0
Name of Manufacturer: X i ) ‘ ?:-,V_A_T_-,
Blachl . . ° ©* Sarkhej-Bavla N.H. No. 8A;-Moraiya, Tal Sapand ":{
| Address: . Ahmedabad 382 210 - India cE i? i
‘a Sbdienthoallt ' S6 facsimile: ' e
fiv Tel.Noo v L , - Fax. No. ] o
+ Ténnha dang ky " :  Cadila Healthcare Ltd. ' - e
Name of Marketing Authorfzation Holder i ' ‘ : o 3
. Dlachi Sy :  "Zydus Tower. Satelite Cross Road, Ahmedabad 380 i’
4 - Addreas; . : 015 - India . , L g
4 86 dignthoai 3 ‘ S facsimile: - ?i?;‘:;
;.. TelNa. e : _Fax. No. - A f
{‘.1 3 . - = 5 T . "‘?‘E)
: : ) ' b
: T | Y
e . . - HA NI, ngdy 10 théng 10 ném 2012, ‘\,%
¥ cyc TRUONG CYC QUAN LY DUQC 3
{ GENERAL-DIR : : HE DRUG ADMIN%STR'AT'ION OF VIETHAM _3-!“2-:
Tl
Ghi ¢chi: (Note) e
1- Gifly phép luu hanh san phdm nay duoc cép dya trén héso ¥
dang ky d8 dugc Cuc Quan Iy duge - B Y t chap nban. -
This macketing outhprizetion hes been issusd bgsed an s dosskers "
deyﬂumwndnﬁmmﬁondmm.

2- Tt cA chc thay d8i vé: co s& san xuflt, dang bao ché, ham
tugng, chi dinh... d8u phai dupc dang ky lal aé cép gifly
phép méi.

A chengas fo ths manufadiring sile, Oosage form, strangth, Indication,
#i¢. are subject t ro-registration for 8 now marketing authcnration
2. M3u nhiin d3 dugc duyat va td huiing dan s dyng dugc
dinh kém theo gldy phép nay. ;
The approved inbels and package insert e atiached.
2 u- ' . ‘p' 4—-&-&-_-9--1..& o = 4 e s
R e i .,;:.-3’-‘-.‘1 s A e
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BO Y TE CONG HOA XA HQI CHU NGHIA Y
CUC QUAN LY DUQC Poc lap - Ty do - Hanh phjjé

P o e
56 ’! S5¢% QLD-PK Hé N6i, ngay AV thang 9 ndm
V/v thay dbi cch ghi dia chi nha siin
xudt (dia diém khong thay doi)

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

India

Tiép theo cong vén s6 6160/QLD-PK ngdy 23/04/2019 ciia Cuc Quén ly
Duoc, xét don d& nghi nép ngay 09.5.2019 va cac tai liéu bb sung ¢ lién quan
clia cong ty (sb tiép nhan L3.404/BSTDNN) vé viéc thay doi cich ghi dja chi nha

1 ¢

san xuét (dia diém khong thay doi) doi véi thuoe nuée ngodi di dugc cip sé ding

ky lwu hanh,

Cin cit Thong tu s 32/2018/TT-BYT ngdy 12/11/2018 cla BY Y t& Quy
dinh viéc ding ky luu hanb thubc, nguyén liéu 1am thube; Thong tu s6
01/2018/TT-BYT ngiy 18/01/2018 cita Bd Y 1€ quy dinh ghi nhén thudc, nguyén
lidu 1am thudc va td huéng dén s dung; | '

" Cin cit bién ban thim dinh hd so thay ddi/ bd sung, Cuc Quan 1y Duge c6
y kién nhu sau: ]

Pbng y dé cong ty duge thay doi cich ghi dja chi nha sén xuit (dia diém
khong thay dbi) d6i véi thude Forair 125, s6 dang ky: VN-15746-12, cy thé:

- Dja chi co s¢ sin xuft da duoc duyét: Sarkhej-Bavla N.H. No 8A,
Moraiya, Tal Sanand Ahmedabad 382 210, India.

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

Ngodi ndi dung duge thay abi trén, tat ca cac ndi dung khac gilt nguyén nhur
hd so ding ky thude hou tai Cuc Quén ly Duge.

Céng ty ding ky, nha san xuét phai chju trach nhiém vé chét lirgng d6i véi
thudc luu hanh trén thj trudng, néi dung ghi trén nhin thude, quy dinhi vé g hitu
tri tué lién quan dén nhén hiéu hing hoa cla thubc va cé trach nhiém thong béo
sir thay ddi nay dén cée co quan lién quan va khach hang.

Sau 06 thang k& tir ngay ky cong viin ndy, cOng ty khong dugc nhip khiu
thudc trén v6i cach ghi dia chi cii ciia co s& sén xudt clia thude.

Cuyc Quan ly Duge thong bdo dé cong ty biét va thuc hién ding cac quy
dinh ciia Viét Nam v& luu hanh thubc./.
_-~KT.CUC TRUONG

#"30 PHG'CUC TRUONG
%

Noinhin:

- Nhu irén;

- CT. Vii Tuén Cudng (d& bic);
- Luu: VT, BKT (AH).
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CUC QUAN LY DUQC Pic lap — Tu do — Hanh s

Sé: 4559 /QLD-DK Ha Ngi, ngay 04 thdng 05 néin 2033
Viv cong bd danh muyc ndi dung
thay ddi nho chi yéu cau thng bdo
theo quy dinh tai khoan 2 Dicu 38
Théng tu 56 08/2022/TT-BYT
(Bot 1)

Kinh giri: Céc co s& diang ky, co s& sidn xuét thude fuu hanh tai Viét Nam

Thue hién quy dinh tai Khoan 2 Diéu 38 Théng tu s6 08/2022/TT-BYT ngay
05/9/2022 ciia Bd Y té quy dinh viéc ding ky luu hanh thude, nguyén liu lam
thuéc,

Cuc Quan ly Dugc théng bao:

1. Cong bb danh muc ndi dung thay dbi nhé chi yéu cau théng bao theo quy
dinh tai Khoan 2 Diéu 38 Théng tur s6 08/2022/TT-BYT (Pot 1) tai Phu luc dinh
kém cOng van nay.

2. Danh muc ndi dung thay déi nhé chi yéu cau thong bao duoc ding tai trén
Trang théng tin dién t&r ca Cuc Quan Iy Duoc tai dia chi: https://dav.gov.vn.

3. Déi véi cac thude, nguyén lidu 1am thubc trong danh muyc da thuc hién
thay dbi, bd sung trong qua trinh luu hanh hogc c6 dinh chinh théng tin lién quan
dén gidy dang ky luu hanh thude, nguyén ligu 1am thudc, doanh nghiép xuét trinh
vin ban da dugc phé duyét hodc xac nhdn ciia Bo Y t& (Cuc Quan ly Dugc) véi
cac co quan, don vj lién quan dé thuc hién theo quy dinh phép luat.

4. Co s& dugc thyre hién va chiu hoan todn trach nhiém d6i voindi dung thay
d6i nho chi yéu ciu théng bao ké tir ngdy tiép nhan ghi trén phiéu tiép nhan hé so.
Co s ding ky thube, co s6 san xuét chiu trach nhiém trude phap luat vé tinh chinh ‘
xéc, trung thuc cia théng tin thay déi bd sung chi yéu cu théng bao, thuc hién
Iwru trir ho so, tai lidu dé co quan c6 thdm quyén hau kiém theo quy dinh tai Khoan
2 Diéu 38 Thong tr s6 08/2022/TT-BYT.

Trong qué trinh thuc hién néu cd khoé khin vudng mic, dé nghj théng béo
vé& Cuc Quan 1y Dugc dé kip thai giai quyét.
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Cuc Quén Iy Dugc thong bao dé cac co s biét va thuc hién diing céc quy

dinh hién hanh./.
Noi nhin:

- Nhu trén;

- TTr. D3 Xuén Tuyén (dé b/c);

- Cuc trudng (dé blc); )

- PCT Nguyén Thanh Lam (dé b/e);

- S¢ Y 1€ cac tinh, thanh phé truc thude Trung vong;

- Cuc Quin Y - Bd Quéc phong, Cuc Y 1é - Bé Céng an;
CucY té GTVT - Bé Giao thong van tai.

- Tong Cuc Hai quan - B Tai chinh;

- Bao hiém Xa héi Viét Nam;

- B Y té: Vu PC, Cuc QLYDCT, Cyc QLKCB, Thanh tra
Bé.

- Vién KN thude TU, Vién KN thuée TP. HCM;

- Téng Cong ty Duge VN-CTCP; Cac Céng ty XNK duoc
phﬁm;

- Cac Bénh vién & Vién ¢6 giudmg bénh tnre thuée BYT;
- Cac phéng Cuc QLD: QLGT, QLKDD, QLCLT, PCTTra,
VP Cuc; Website Cuc QLD.

- Luu; VT, BKT.

TL. CUCTRUONG
TRUONG PHONG PANG KY
THUOC

Nguyén Vin Loi

>
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PHY LYC
DANH MUC NOI DUNG THAY DO1 NHO CHI YEU CAU THONG BAO THEO QUY DINH TAI KHOAN 2 DIEU 38 THONG TU SO 08/2022/TT-BYT

(Ban hanh kém theo Cong van 50 § 4559/ QLD-BK ngay 04/05 /2023 cia Cuc Qudn Iy Dugc)

STT | Ténthube | S6Bangky Co s diing ky Nha sin xudt  |Via tiépnhén | Ngay tiép | Noi dung Théng tin 44 duygt Théng tin cip nhit thay dbi
hd so nhédn <in thay déi
» sung/Ma
phén loai
thay ddi/bd
sung
37 |Amlodac 5 VN-22060-19 Zydus Lifesciences | Zydus Lifesciences | 2514/TDNN | 24/10/2022 MiV-N1 | Tén co s& ding ky da duyét: Cadila Tén co s& dang ky xin thay dbi:Zydus Lifesciences
Limited Limited Healthcare Ltd.Dija chi cong ty dang LimitedDia chi co s& dang ky xin thay dbi:Zydus
ky di 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 382481, India
38 |Amlodacs |VN-22060-19 | Zydus Lifesciences | Zydus Lifesciences | 2514/TDNN | 24/10/2022 | MiV-N9 | Tén co s6 sén xuat thuoc thinh phim | Tén co s& sin xudt thudc thanh phim xin thay
Limited Limited da duyét: Cadila Healthcare Ltd. déi:Zydus Lifesciences Limited
46 | Apixaban VN3-407-22 Zydus Lifesciences | Zydus Lifesciences | 2858/TDNN | 8/12/2022 MiV-N1 | Tén co sd ding ky di duyét: Cadila Tén co s¢ dang ky xin thay dbi: Zydus Lifesciences
Tablets Limited Limited Healtheare Ltd.Bja chi co so ding ky | LimitedDia chi co so ding ky xin thay dbi: Zydus
2.5mg 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
47 |Apixaban VN3-407-22 Zydus Lifesciences | Zydus Lifesciences | 2858/TDNN | 8/12/2022 MiV-N9 | Tén co s& san xudt thudc thanh phim | Tén co s& san xufit thudc thanh phim xin thay d()l
Tablets Limited Limited da duyét: Cadila Healthcare Zydus Lifesciences LimitedPia chi co s& sin xuét
2.5mg LimitedDja chi co s& sin xudt thudc | thude thanh phim xin thay déi: Survey No. 417, 419
thanh phim da duyét: Plot No. 417, & 420, Sarkhej - Bavla National Highway No. 8A,
419, 420, Sarkhej Bavla National Village - Moraiya, Taluka - Sanand, Dist. -
Highway No. 84, 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 | Ténco st ding ky da duyét: Cadila Tén co s¢ diing kY xin thay ddi: Zydus Lifesciences
Tablets Smg Limited Limited Healtheare Lid.Dia chi co so ding ky | LimitedBja chi co s dang ky xin thay doi: Zydus
di duyét: "Zydus Tower" Satcllite 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-NG | Tén co s& sin xuit thudc thinh phim | Tén co s& sin xuft thudc thanh pham xin thay déi:
Tablets Smg Limited Limited da duyét: Cadila Healthcare Zydus Lifesciences LimitedBja chi co s¢ san xudt
LimitedDja chi co s& sin xudt thudc | thudc thanh phim xin thay dbi: Survey No. 417, 419
thanh phém 83 duyédt: Plot No. 417, & 420, Sarkhej - Bavla National Highway No. 8A,
419, 420, Sarkhej Bavia National Village - Moraiya, Taluka - Sanand, Dist. -
Highway No. 8A, Village - Moraiya, | Ahmedabad - 382 210 Gujarat State, India.
Tal - Sanand Dist: Ahmedabad, 382
210 - India.







51 |Atorvastatin | VN-23151-22 Zydus Lifesciences | Zydus Lifesciences | 2859/TBNN | 8/12/2022 MiV-N1 | Ténco s ding ky da duyét: Cadila Tén co s¢ ding ky xin thay déi: Zydus Lifesciences
Calcium Limited Limited Healthcare Ltd. Limited
Tablets USP
20mg
52 |Atorvastatin | VN-23151-22 Zydus Lifesciences | Zydus Lifesciences | 2859/TDNN | 8/12/2022 MiV-N9 | Tén co s sin xudt thuéc thanh phdm | Tén co so san xudt thude thanh phdm xin thay déi:
Calcium Limited Limited a3 duyét:Cadila Healthcare Ltd.
Tablets USP
20mg
129 | Erlotinib VN3-376-21 Zydus Lifesciences | Zydus Lifesciences | 2607/TBNN | 4/11/2022 MiV-N1 | Tén co s¢ dang ky di duyét: Cadila Tén co sé ding ky xin thay dbi: Zydus Lifesciences
Tablets Limited Limited Healthcare Ltd.Dja chi co s& d3ng ky | LimitedBYa chi co s ding ky xin thay dbi: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
India
130 | Erlotinib VN3-376-21 Zydus Lifesciences | Zydus Lifesciences | 2607/TDNN | 4/11/2022 MiV-N9 | Tén co s sin xuat thude thanh phim | Tén co sé san xudt thude thanh phim xin thay di:
Tablets Limited Limited d3 duyét:Cadila Healthcare Ltd. Zydus Lifesciences Limited
100mg
131 |Erlotinib 890114016723 | Zydus Lifesciences | Zydus Lifesciences | 673/TDNN 10/4/2023 MiV-Nl | Tén co sd ding ky da duyét: Cadila Tén co sér diing ky xin thay di: Zydus Lifesciences
Tablets Limited Limited Healthcare Ltd. Limited
150mg
132 | Erlotinib 890114016723 | Zydus Lifesciences | Zydus Lifesciences | 673/TDNN | 10/4/2023 MiV-N9 | Tén cor s& san xuét thubc thanh phdm | Tén cor s¢r san xuét thude thanh pham xin thay déi:
Tablets Limited Limited da 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 s& ding ky da duyét: Cadila Tén co s dang ky xin thay ddi: Zydus Lifesciences
Limited Limited Healthcare Ltd.Dia chi co s& dang ky | LimitedDja chi co s¢ dang ky xin thay d6i:Zydus
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
155 | Forair 125 | VN-15746-12 | Zydus Lifesciences | Zydus Lifesciences | 2608/TDNN | 4/11/2022 MiV-N9 | Tén co sor san xuét thudc thinh phdm | Tén co s& san xuft thudc thinh phim xin thay dbi:
Limited Limited di 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 sidang ky da duyét: Cadila Tén co si dang ky xin thay ddi: Zydus Lifesciences
Limited Limited Healtiwcare Ltd.Dja chi co so ding ky | LimitedDia chi co s& dang ky xin thay d6i: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
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LimitedDja chi co s ding ky xin thay d6i:Zydus
Corporate Park, Scheme No. 63, Survey No. 536
Khoraj (Gandhinagar), Nr. Vaishnodevi Circle,
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BO Y TE
CUC QUAN LY DUQC

S6 /f 3 Y2 FQLD-DBK
Vv dinh chinh quyét dinh cdp SbK
thude nudc ngoai

Kinh gti: - S& Y & céc tinh, thinh ph6 truc thuge Trung vong;
- C4c cong ty ding ki ¢6 thuéc duge dinh chinh.

Cuc Quén 1y duge théng béo diéu chinh mot s6 ndi dung trong cdc Quyét
dinh cp s6 dang ky thuSc nudc ngodi nhu sau:
1. Quyét dinh s6 417/QD-QLD ngay 17/12/2010 ctia Cyc trudng Cuc Quan 1y
duge cong b6 745 tén thubc mrde ngoai duge phép luu hanh tai Viét Nam, dot
70:

|.1. Thusc Rabikon-20, SDK: VN-10899-10, do Cong ty TNHH Duogc
phdm Nhan Vy Cudng ding ky, trong Quyét dinh ghi hoat chét - ham luong Ia
“Natri Rabeprazole, 20mg Rabeprazole®, nay dinh chinh hoat chit - ham lugng
12 "Natri Rabeprazole 20mg".

1.2, Thuéc Sarinex, SDK: VN-11567-10 do cong ty Efroze Chemical
Industries (Pvt) Ltd ding k¥, do sai s6t clia cOng ty trong viéc chudn bi t& thong
tin sin phdm nén trong Quyét dinh ghi dia chi cong ty dang ky la 146/23
Korangi Industrial Area, Karachi, Pakistan va dia chi nha san xuét 1a 12-C,
Block-6, P.E.C.H.S. PO Box 4509, Karachi, Pakistan; nay dinh chinh dia chi
cong ty dang ky 1 12-C, Block-6, P.E.C.H.S. PO Box 4509, Karachi, Pakistan va
dia chi nha sdn xudt 12 146/23 Korangi Industrial Area, Karachi, Pakistan.

2. Quyét dinh s6 40/QD-QLD ngay 10/2/2011 ciia Cuc trudng Cuc Quan 1y duge
cong b6 461 thusc nude ngodi duge phép luu hanh tai Viét Nam, dot 71:

2.1. Thu6c Navadiab, SDK: VN-11676-11, do Consorzio Con Adttivita
Esterna Medexport Italia dang k¥, do sai sét clia cbng ty trong t& tom tat san
phdm, trong Quyét dinh ghi dia chi co s& san xuft 1a "Via G. Pascoli, 1 20064
Gorgonzola Milano, Italy", nay dinh chinh dia chi co s& san 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 cda Cuc trudng Cuc Quin 1y
Duoc cong b 697 tén thuéc nuée ngodi dugc phép luu hanh tai Viét Nam, dgt
12:

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

3.2. Thudc Maltofer, SDK: VYN-12424-11, do cOng ty Diethelm & Co., Ltd.
ding kY, trong Quyét dinh ghi hoat chét ham lugng 13 Acid folic, Phire hop sht
(1) hydroxide polymaltose 10mg; 35,7mg/ml nay dinh chinh hoat chdt, ham
luong 12 Phirc hop sat (II) hydroxide polymaltose 35,7mg/ml.

4. Quyét dinh s6 230/QD-QLD ngay 12/7/2011 cha Cuc trudng Cuc Quén Iy
Dugc cong bo 639 tén thude nude ngoai dugc phép luu hanh tai Viét Nam, dot

73:







Majang- Myeon, Ichon-Si, Gyeonggi-Do, Koea.

9. Quyét dinh s§ 241/QD-QLD ngdy 10/10/2012 cta Cyc trwdng Cuc Quén 1y
Duge vé viée ban hinh danh muc 401 tén thudc nuéc ngodi duge phép hru hanh
tai Viet Nam, dot 79:

9 | ThuGc Forair 125, SDK: VN-15746-12 do cong ty Cadila Healthcare
Ltd. dang ky, trong Quyét dinh ghi ham lugng hoat chét 12 Salmeterol 25mceg va
Fluticasone 125mcg / liéu xit; nay dinh chinh ham lugng hoat chit 12 Salmeterol
(dudi dang Salmeterol xinafoate) 25meg/ liéu xit va Fluticasone propionate
125meg / liéu xit. ' :

9.2. Thude Forair 250, SDK: VN-15747-12 do cong ty Cadila Healthcare
Ltd. dang k¥, trong Quyét dinh ghi ham lwong hoat chat 1a Salmeterol 25meg va
Fluticasone 250meg / liéu xit; nay dinh chinh ham luong hoat chit 1 Salmeterol
(du6i dang Salmeterol xinafoate) 25meg/ liéu xit va Fluticasone propionate
250mceg / liéu xit.
10.Quyét dinh s6 184/QD-QLD ngay 05/7/2013 ctia Cuc trudng Cuc Quéan 1y
Drroc vé viéc ban hanh danh muc 382 thuéc nuéc ngoi duge cip s6 dang ky luu
hanh tai Viét Nam, dot 82:

10.1.Thuc Gujus Injection, SPK: VN-16734-13 va thue Phabico
Injection, SDK: VN-16735-13 do céng ty Il Hwa Co., Ltd. dang k¢, trong Quyét
dinh ghi cong ty dang ky la: Dong Sung Pharm Co., Ltd., dia chi: 703-14,
Banghak-dong, Dobong-gu, Seoul, Korea : nay dinh chinh cong ty diang k§ la: 11
Hwa Co., Ltd., dia chi: 437 Sutaek-dong, Guri-shi, Kyonggi-do, Korea.

10.2. Thubc Esafosfina, SDK: VN-16777-13 do cong ty Growena Impex
Company dang ky, trong Quyét dinh ghi :

- Dia chi cong ty dang k¥ la: 12/F Man Cheung Bldg. 15/7 Wyndham Str.,
Hongkong. - '

- Tén hoat chét 1a: D-Fructose-1, 6-diphosphoric (duti dang Fructose-1, 6-
diphosphate sodium 5,0g).

Nay dinh chinh:

- Dia chi cong ty dang 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. ThuSc Ceftriaxone Gerda 1g/100ml, SDK: VN-16696-13 do cOng ty
TNHH Dugec phdm Huy Cudng ding kY, do sai sét chia cong ty trong viéc chudn
bi t& thong tin sin phim nén trong Quyét dinh ghi dia chi nha sin xudt la
Carretera de Barceloria 135 B Cerdanyola del Valles, 08290, Barcelona, Spain;
nay dinh chinh dia chi nha sin xuit 13 Ctra de Barcelona 135-B 08290
Cerdanyola del Valles, 08290, Barcelona, Espagne.
11.Quyét dinh s6 261/QD-QLD ngay 01/10/2013 ctia Cuc trudng Cuc Quén 1y
Dude vé viéc ban hinh danh muc 768 thubc nude ngodi duge c4p s6 ding ky fuu
hanh tai Viet Nam, dot 83: ]

11.1.Thutc Hwazim Inj., SDK: VN-17052-13, thuéc Hwazon Inj., SDK:
VN-17053-13 do céng ty Hana Pharm. Co., Ltd. ding ky v{] thu6c Maslive Inj.,
SPK: VN-17135-13 do cong ty Pharmaunity Co., Ltd ding k¥, trong Quyét dinh
ghi tén nha sin xudt Ja Hwail Pharmaceutical Co., Ltd, dia chi co 50 san xudt 12
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ky lan déu - s6 ding ky ¢6 hi¢u lyc 02 nim) duge cip s6 dang k¢ lwu hanh tai
Viét Nam, dot 90:

20.1.Thuéc Omnaris Nasal spray, SPK: VN2-372-15 do cong.ty Takeda
Pharmaceuticals (Asia Pacific) Pte., Ltd. ding k¥, trong Quyét dinh ghi han
diing 24 thang, nay dinh chinh han ding 36 théng.

Cuc Quan 1y Dugc thong bdo dé céc don vi biét./.

Noinhén: CUC TRUOXG

- Nhu trén; ‘

- B6 trudmg Nguy&n Thi Kim Tién (4€ b/c);

- Thit trwdng L& Quang Cudng (d€ b/e);

- Cuc Quén y - B6 Quée phong, Cuc Y t&-Bo Cong a

- Cue Y t& Giao thong van tdi - BO Giao thong van 1i

- Téng cuc Hai quan - B4 Tai chinh; oo

- Bio hiém Xa héi Viet Nam; ‘f;;,,
Qhgnjy

- Vu Phiip ché, Cuc Quin Iy Y, Duge ¢d truyén, Cuc
Khém, chita bénh - BS Y t&, Thanh tra B6 Y t6;

- Vién KN thusc TW, Vign KN thuse TP. HCM;

- Téng Céng ty Duge VN;

- Cic Bénh vién & Vién c6 giudmg bénh tryc thuée Bo Y 1€
- Website Cuc QLD, Tap chi Duoe & MP, P. QLKD Duoc;
- Liu: VP, DKT (12).
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BOYTE CONG HOA XA HOI CHU NGHI4

CUC QUAN LY DUGC Poc 14p - Tu do - Hanh j c,-mgg PH A0
Vi i i oyt i AN
inh chinh quyét dinh cép Ha Néi, ngay pgthd A3
SDK thudc nudc ngoai _zng} ﬂf] ngﬁ,{ R
Kinh giri:

- S Y t& c4c tinh, thanh phé truc thudc trung uong;
- C4c cong ty dang ky ¢4 thudc duge dinh chinh

Cuc Quan Iy Dugc thong béo diéu chinh mét s6 ndi dung trong céc Quyét
dinh ¢fp s6 diing ky thuSc nudc ngoai nhur sau:

1. Quyét dinh s6 07/QD-QLD ngay 07/01/2010 clia Cuc trudng Cyc Quén 1y
Dugc cong b6 782 tén thubc nuéc ngodi duge phép hwu hanh tai Viét Nam, dgt
67: '

1.1. Thu6c Ahngookderma (tén méi: Genseoderm), SDK: VN-5441-10 do
cong ty Jeil Pharmaceuticals Co., Ltd. ding ky (cong ty dang ky mdi: Wuhan
Grand Pharmaceutical Group Co., Ltd.), trong Quyét dinh ghi tén va dia chi nh3
sin xudt 13 “Ahn Gook Pharmaceutical Co., Ltd.; dia chi 903-2, Shangshin-ri,
Hyangnam-myun, Hwasung-kun, Kyunggi-do, Korea”; nay dfnh chinh tén va dia
chi nha san xust 13 “Ahngook Pharmaceutical Co., Ltd.; dia chi 903-2, Shangsin-
ri, Hyangnam-mycon, Hwaseong-si, Gyeonggi-do, Korea”.

2. Quyét dinh s6 417/QD-QLD ngay 17/12/2010 ctia Cuc trudng Cuc Quan ly
Dugc cong b 745 tén thude nude ngodi duge phép luu hanh tai Viét Nam, dot
70: ' )

2.1. Thusc Combivent, SDK: VN-10786-10, do céng ty Boehringer
Ingelheim International GmbH dang ky, trong Quyét dinh ghi thanh phdn chinh,
ham lugng 12 Ipratropium bromide, Salbutamol sulphate, 0,52mg; 3mg; nay dinh
chinh thinh phén chinh ham luong la: 0,52mg Ipratropium bromide
monohydrate tuong duong 0,5mg Ipratropium bromide anhydrous, 3mg
Salbutamol sulphate tiwong duong 2,5mg Salbutamol base. ‘
3, Quyét dinh s§ 40/QD-QLD ngy 10/02/2011 clia Cuc trudng Cuc Quan Iy
Dugc c6ng b 461 tén thude nude ngoai duge phép luu hanh tai Viét Nam, dgt
T

3.1. Thubc Paceject injection, SPK: VN-11922-11 do cong ty Jeil
Pharmaceutical Co., Ltd dang kY, trong Quyét dinh ghi hoat chit 1a Neltimycin
sulfat; nay dinh chinh hoat chat 1a Netilmicin sulfat,

4. Quyét dinh s6 127/QD-QLD ngay 20/4/2011 ctia Cuc trnrdng Cuc Quan ly

Dugc vé viéc ban hanh danh muc 697 thuéc nu6e ngoai duge phép luu hanh tai

Viét Nam, dot 72:

4.1. Thudc Cefipron sachet, SPK: VN-12802-11 do cong ty Yeva
Therapeutics Pvt. Ltd. ding ky, trong Quyét dinh ghi dia chi nha sin xudt chua
chinh xé4c 12 ‘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 sdn xudt 13 ‘Plot No. 11 & 12, Kumar Ind. estate, Markal, Pune 412 105,
India’.

k-







5. Quyét dinh s6 230/QD-QLD ngay 12/7/2011 cta Cuc trudng Cuc Quén 1y
Dugc vé viéc ban hinh danh myc 639 tén thudc nude ngoai duge phép luu hinh
tai Viét Nam, dot 73:

5.1. ThuSe Anzatax Paclitaxel 30mg/5ml, SDK: VN-13010-11, do cong ty
TNHH Dugc phdm va Hoé chat Nam Linh déing ky, do sai st clia cong ty trong
viéc chudn bi t& théng tin sén phdm nén trong Quyét dinh ghi tén thudc la
“Anzatax Paclitaxel 30mg/5ml”; nay dinh chinh tén thufc la “Anzatax
30mg/Sml”.

5.2. Thu6c Thymosin alpha 1 for Injection, SPK : VN-13015-11 do cong
ty TNHH Duge phdm Viét Phdp dang k¢, trong Quyét dinh ghi tén thudc 1a
Thymosin alpha 1 for Injection, hoat chét 12 Thymalfasin alpha 1; nay dinh chinh

tén thudc 13 Thymosin o 1 for Injection, hoat chdt 1a Thymosin alpha 1

(Thymalfasin).

6. Quyét dinh s6 338/QD-QLD ngay 07/9/2011 cha Cuc trudng Cuc Quan ly
Dugc cong b 498 tén thu6c nude ngoai 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 Duogc phim va Hod chat Nam Linh ding k¥, do sai sot clia
cong ty trong viéc chuin bi t& théng tin san phdm nén trong Quyét dinh ghi tén
thu6c 13 “Pamisol Disodium Pamidronate 30mg/10ml”; nay dinh chinh tén thudc
12 “Pamisol 30mg/10ml”.

6.2. Thudc Pamisol Disodium Pamidronate 90mg/10ml, SDK: VN-13615-
11, do cong ty TNHH Duogc phdm va Hod chdt Nam Linh déng ky, do sai s6t clia
cong ty trong viéc chudn bi t& théng tin san phim nén trong Quyét dinh ghi tén
thuSc 12 “Pamisol Disodium Pamidronate 90mg/10ml”; nay dinh chinh tén thudc
12 “Pamisol 90mg/10ml”. -

7. Quyét dinh s6 21/QD-QLD ngay 12/01/2012 clia Cyc truémg Cyc Quin Iy

Duogc vé viéc ban hanh danh muc 463 tén thudc nuéc ngodi duge phép luu hanh -

tai Viét Nam, dot 76:

7.1. Thusc Rovartal 10, SDK: VN-14500-12 do cong ty Cipla Ltd dang
ky, trong Quyét dinh ghi dia chi nha san xuft 1a “M-61, M-62 & M-63, Verva
Industrial Estate, Verna Goa, India”; nay dinh chinh dia chi nha san xu4t 1a “L-2,
Additional MIDC, Satara 415 004, India”.

72. Thubc Texofen-60, SDK: VN-14442-12 do cong ty Amtec Health
Care Pvt., Ltd. ding k¢, do sai s6t cia cong ty trong vigc chudn bi to thong tin
sin phdm, don dang ky, trong Quyét dinh ghi quy cich déng g6i 1a “Hop 1 vi x

10 vién™: nay dinh chinh quy cdch déng géi 1a “Hop 1 vi x 10 vién, Hop 3 vi x

10 vién, Hop 10 vi x 10 vién”.
8. Quyét dinh s6 164/QD-QLD ngay 22/06/2012 cla Cuc trudng Cuc Quan 1y
duge vé viéc ban hanh danh muc 517 thudc nudc ngoai duge cép s6 dang ky luu
hanh tai Viét Nam, dot 78: . |

' 8.1. Thudc Liposic, SDK: VN-15471-12 do cong ty Hyphens Pharma Pte.
Ltd dang k¢, trong Quyét dinh ghi tén thudc 1a “Liposic™; nay dinh chinh tén
thudc 12 “Liposic® eye gel”. | - |
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Co., Ltd dang kg, trong Quyét dmh ghi tiéu chudn 12 “Nha sén xuft”; nay dfnh

8.2. ThuSc Bralcib Eye Drops, SDK VN-15214-12 do cong ty. Atco
Laboratories Ltd. ding ky, trong Quyét dinh ghi tiéu chudn 1a “USP” nay dlnh -
chinh tiéu chuén 1a “Nha sdn xudt”, .

9. Quyét dinh s6 165/QP-QLD ngay 22/6/2012 cla Cyc trudng Cuc Quén 1§ Duoc
vé viéc ban hanh danh muc 16 tén thuéc nudc ngoal duoc phep huu hénh tai Viét
Nam, dot 78 - c&p 01 némn:

9.1, Thudc DP-Anastrozole, SDK: VN1-669- 12, do cong ty Laboratonos
Liconsa, S.A. ding k¢, do sai s6t clia cong ty trong vi¢c chudn bi hé so nén trong
Quyét dinh ghi tén nha san xuft 1a “Douglas Pharmaceuticals Ltd.”; nay dinh
chinh tén nha sdn xudt 12 “Douglas Manufacturing Ltd.”.

9.2. Thuéc Irinotecan Teva, SDK: VN1-658-12 do cong ty C6 phén Duge
phim Duy Tan ding k¥, trong Quyét dinh ghi quy cdch déng géi 1a “Hép 1 1o
2ml”; nay dinh chinh quy c4ch d6ng géi 1a “Hop 1 1o Sml”. ‘

10. Quyét dinh s6 241/QD-QLD ngay 10/10/2012 ctia Cuc truéng Cuc Quin 1y
Dugc vé viéc ban hanh danh muc 401 thudc nuée ngodi duge cdp s6 dang ky lun
hanh tai Viét Nam, dot 79:

10.1. Thu6c Betnapin, SDK: VN-15849-12 va Bosbotin, SDK: VN-
15850-12 do cong ty TNHH Dugc Viét My dang k¢, trong Quyét dinh ghi dia
chi nhd sin xuft 1a “36-35, khwandae-Ri, Dunpo-Myun, asansi
chungcheongnam-Do, Korea”,; nay dinh chinh dia chi nha san xuft 1a “36-25,
khwandae-Ri, Dunpo-Myun, asansi chungcheongnam-Do, Korea”.

10.2. Thuéc Forair 125, SDK: VN-15746-12 va Forair 250, SDK: VN-
15747-12 do céng ty Cadila Healthcare Ltd dang kY, trong Quyét dinh ghi quy
cich dong goi la “Hop 1 6ng 150 liéu”; nay dinh chinh quy cdch déng géi la -
“Hop 1 6ng 120 Liéu”.

10.3. Thudc Korucin Tab., SPK: VN-15919-12, do cong ty Hana Pharm

chmh tiéu chudn 12 “USP 32”.

10.4. ThuSc Bluesana, SDK: VN-16042-12 do cong ty SIA (Tcnamyd
Canada) Inc. dang k¥, trong Quyét dinh ghi quy cich déng géi la “Hop 2 vi x 10
vién™; nay dinh chinh quy cdch déng géi 1a “Hop 2 vi x 6 vién”.

Cuc Quén Iy Duoc théng bdo dé céc don vi biét./.

Noi nhdn:

- Nhu trén; ‘

- Cye Quin y - Bo Qude phong, Cuc Y t - B§ Cong an;
- Cuc Y t€ Giao thOng van tai - Bo Giao thong van tai;

- Téng cuc-Hai quan - B Tai chinb;

- Bio hidm X2 hoi Viét Nam; <!

- Vu Phip ché, Cuc Quin 1§ Y, Duge c8 truyén, Cuc Quin g i o, ;

Khém, chifa bénh - BO Y t&, Thanh tra B Y 1&; ORI

- Vien KN thudc TW, Vien KN thudc TP. HCM; LS, ,

- Téng Cong ty Dugc VN; ~Frebng Quic Cudng

- C4c Benh vién & Vién c6 giuding bénh trie thuoc BO Y 1§ :
- Website Cuc QLD, Tap chi Duoc & MP, P. QLKD Duqc -
- Luu: VP, DK(10).
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sé: 226 /QD-QLD Ha Noi, ngay03 thang0dndm 2023
QUYET PINH

V& viéc ban hanh danh muc 182 thubc nude ngodi
dwoc gia han gidy ding ky hwu hanh tai Viét Nam - Dot 113

CUC TRUGNG CUC QUAN LY DUGC
Can civ Ludt Dieoe s6 105/2016/QH13 ngay 06/4/201 6;
Cién cir Nghi dinh 50 95/2?22/]\’8—6‘1’ ngay 1 5/11/2022 cita Chinh phit quy
dinh chite ndng, nhiém vy, quyén han va co cau to chire cia BY Y (é;
 Cancir Quyét dinh 58 7868/QP-BYT ngdy 28/12/2018 cia Bo truong B6 Y
té quy dinh chtee ndng, nhiém vy, quyén han va co cdu 16 chire cria Cyc Qudn Iy
Dupe thude Bé Y te;
~ Can cit Thong tu 56 08/2022/TT-BYT ngdy 05/09/2022 cila BY trieong B6Y
té quy dinh viéc dang ky luu hanh thuéc, nguyén ligu lam thuoc;
Can cie y kién cuia Hoi d"‘ri‘ng fe vin cdp gidy ding ky lwu hanh thudc,
nguyén ligu lam thuéc - Bo Y 1&;
Theo dé nghi ciia Truong phong Ding ky thudic - Cye Qudn Iy Durgre.

QUYET DINH:

Piéu 1. Ban hanh kém theo Quyét dinh niy danh muc 182 thudc nuéc
ngoai dugc gia han gidy dang ky luu hanh tai Viét Nam - Pot 113, bao gom:

1. Danh muc 166 thubc nuéc ngodi dugc gia han gidy dang ky luu hanh
hiéu lyc 05 ndm - Dot 113 (¢ Phu lyc I kém theo).

2. Danh muc 12 thube nude ngodi duge gia han pidy déng ky luu hanh
hidu Tuc 03 nim - Dot 113 (tai Phy luc If kem theo).

3. Danh muc 04 thubc nuée ngoai duge gia han gidy dang ky fuu hanh
dén 31/12/2025 - Bot 113 (tai Phu luc IIT kém theo).

Pidu 2. Co s& sin xudt va co sé ding k¥ thude ¢ trach nhiém:

1. Cung céip thubc vao Viét Nam theo ding céc hé so tai ligu da ding ky
véi B Y t8 va phai in hoiic dén so diang ky duoc Bo6 Y té ¢Ap 1én nhidn thude.

2. Chép hanh diy dit phap luat cia nuoe CHXHCN Viét Nam va cac quy
dinh ciia B Y té v& nhap khau thuéc va luu hanh thude tai Viét Nam, néu c6 bgi
cir thay déi gi trong qua trinh luu hanh thude & nudc sd tai va & Viét Nam thi
phai bao cdo ngay cho Cuc Quéan Iy Dugc - Bo Y té Viét Nam.

3. Thye hién viéc cap nhét ticu chuin chit lugng cla thube theo quy dinh
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tai Thong tu 6 1 1/2018/TT-BYT ngdy 04/5/2018 ctia Bo trudng B Y té quy
dinh vé chat lwong thude, nguyén liéu lam thuoc.

4. Thude duoc gia han gidy ding ky hru hanh tai Quyét dinh ndy nhung
chura ndp hé so cap nhit ndi dung nhan thudc, to huéng din sir dung thudc theo
quy dinh tai Thong ta 01 /2018/TT-BYT ngay 18/01/2018 cita B§ truong B6 Y
t& thi phai thuc hién viéc cip nhét theo quy dinh tai diém b Khoan 1 Diéu 37
Thong tu sé 01/2018/TT-BYT trong thai han 12 thang ké tir ngdy durgc gia han
gidy ding ky luu hanh,

5. Sau 12 théng ké tir ngay k¥ ban hanh Quyét dinh nay, céc thude duoc
gia han gidly diing ky luu hanh tai Quyét dinh ndy c6 thay di vé noi dung hanh
chinh (bao gom cd mdu nhdn va 1o huong dén sir dung) phai nhip khau, luu
hanh véi c4c ndi dung &3 duoc phé duyét thay i trong hd so ding ky gia han.

6. Phéi hop Vi céc co s& didu tri dé thuc hién theo ding cdc quy dinh
hién hanh vé thudc ké don, theo d5i an todn, hiéu qué, tic dung khéng mong
muédn cia thube trén ngudi Viét Nam va tdng hop, béo ¢do theo quy dinh tai
Didu 5 Thong tw sb 08/2022/TT-BYT ngdy 05/9/2022 cua BY trudng Bo Y té
quy dinh viéc ding k¥ luu hanh thudc, nguyén lieu lam thudc dbi véi cac thude
thude Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay.

7. Co s& dang ky phai dam bao duy tri diéu kién hoat dong clta co s dang
k¢ trong thoi gian hidu lyc cua gidy dang ky luu hanh thudc, nguyén liéu 1am
thube. Trong trudng hop khéng con dap tng du diéu kién hoat dong, co s& diing
ky phdi c6 trach nhi¢m thyc hién thay ddi co s& dang ky theo quy dinh tai Thong
twr 6 08/2022/TT-BYT ngay 05/9/2022 ctia B trwdng BY Y t€ trong thai han 30
ngdy ké tir ngdy co s¢ ding ky khong con du diéu kién hoat dong.

8. Co s& dang ky thudc phai bo cio B Y té vé cp nhat tinh trang dép
{mg Thuc hanh t5t sin xuat cua co s& sin xudt thube, nguyén liéu lam thuée.
Trudng hop co s& san xudt bi thu hdi gidy phép sin xuét hodic khong dap img
Thuc hanh tdt san xuat thude, nguyén liéu lam thude & nude sd tai, co s phai
thye hién viéc bdo céo trong thoi han 15 ngay ké tir ngay c6 thong bio clia co
quan quan ly c¢d tham quyén nwéc sé tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s§ 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phii quy dinh chi

tiét mot s6 didu va bién phép thi hanh Ludt Duac.

9. Pbi x:éri thudc cb sb thir tur 29 tai Phu luc I ¢6 dé nghi thay ddi miu
nhan, huéng dan sir dung trong ho so dang ky gia han: Co s¢ dang ky thue hién
thu tyc dé nghi thay doi mau nhén, t& huéng dén sir dung theo hinh thirc ding ky
thay dbi bd sung sau khi Quyét dinh nay ¢4 hiéu luc.

Piéu 3. Cac th.uéq dugc gia han gi ay diang ky luu hanh tai Quyét dinh nay
dugc tiép tuc sir dung so6 dang ky da cap trwée khi gia han trong théi han toi da
12 thang ké tir ngdy duogc cap s6 ding ky gia han theo quy dinh tai Phu lyc VI
ban hanh kém theo Thong tur s6 08/2022/TT-BYT.

Pitu 4. Quyét dinh c6 hiéu Iyc ké tir ngdy ky ban hanh.






Ve,

})iéu 5. Gidm ddc SO Y té cac tinh, thanh phé trye thude trung wong, gidm
déc nha sén xuét va co s¢ diang ky 6 thudce tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Nai nhin: — CUC TRUONG
- Nhu Biéu §; QBRI INN

- B§ trudng (dé bic);

- TTr. D Xuan Tuyén (dé b/e);

- Cyc Quéan Y - B§ Quéc phong, Cuc Y 1é - Bo Cong
an; Cuc Y 1& GTVT - B§ Giao théng van tai; Téng
Cuc Hai quan - Bg Tii chinh;

- Bao hiém X3 héi Viét Nam;

- B6 Y té Vu PC, Cuc QLYDCT, Cyc QLKCB,
Thanh tra B§.

- S& Y 1é cic tinh, thinh phd tnre thude Trung wong;
- Vién KN thude TU, Vién KN thude TP. HCM;

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

- Céc Bénh vién & Vién cé giwimg bénh inge thude
BYT;

- Cac phéng Cuc QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP Cuc; Websile Cuc QLD.

- Luu: VT, PKT (10b).

it s

Vii- Tuin Cudng







DANH MUC 166 THUOC NUGC NGOAI BUGC GIA HAN GIAY DANG KY LUU HANH

(Ban hdnh kém theo quyét dinh so: .-.2.2_9‘.,,,.../Q})-QLD, ngay 03.04./2023 cria Cyc Qudn Iy Duoac)

Phulucl

TAI VIET NAM HIEU LU'C 5 NAM - DQT 113

STT | Tén thuéc | Hoat chat chinh Dang | Quy cich | Tiéu Tubi So ding ky Sb
- Ham hrong | baoché | dénggéi | chudn | the gia han lin

(thang) | (S6 ding ky gia

' di cép) han

(1) 2) &) (4) (5) (6) ) (8) ()]

1. Co' s¢ ding ky: A. Menarini Singapore Pte. Ltd. (Dia chi: 30 Pasir Panjang Road, #08-32

Mapletree Business City, Singapore 117440, Singapore)

1.1. Co s& san xudt: ACS Dobfar S.p.A. (Pja chi: Via Laurentina Km 24, 730 - 00071 Pomezia

(Roma), ltaly)

1 Ceclor Cefaclor Cfun pha { Hép 11lo NSX 24 800110067023 01
125mg/Sml (dudi | hén dich | 30ml, (VN-15935-12)
dang cefaclor uong 60ml
monohydrate)

1.2. Co s& san xuat: GE Healthcare Ireland Limited (Pia chr: IDA Business Park Carrigtohill, Co
Cork, Ireland)

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

13 Omnipaque | Iohexol Dung Hdap 10 NSX 36 539110067223 | o1
647mg/ml twong | dich tiém | chai x (VN-20357-17)
duong lod 100ml
300mg/ml :

2. Co'sé diing ky: Abbott Laboratories (Singapore) Private Limited (Pja chi: 3 Fraser Street, #23-

28 DUO Tower Singapore 189352, Singapore)

2.1. Co s&r san xuit: Abbott Biologicals B.V. (Pju chi: Veerweg 12, 8121 AA Olst, The Netherlands)

4 Duphalac Lactulose Dung Hép 20 NSX 24 870100067323 | 0l
10g/15ml dich g0i X (VN-20896-18)
ubng 15ml.
Chai
200ml,
500mi,
1000ml,
5 Duphaston | Dydrogesterone | Viénnén | Hop 1 vix | NSX 60 870110067423 01
10mg bao phim | 20 vién (VN-21159-18)
6 Femoston 17B-Estradiol Viénnén | Hop 1 vix | NSX 36 870110067523 01
1/10 Img; bao phim | 28 Vién (VN-18648-15)
Dydrogesterone
10mg







STT | Ténthudc | Hoatchitchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky Sb
— Ham lwong bio ché | dénggéi | chuin | the gia han lin
' (thang) | (SO ddng ky gia
' di cap) lian
(1) 2) (&) 4 (5) (%) (0 (8) ()]
160 | Tormipex I | Pramipexole Viénnén | Hép 10vi | NSX 24 890110082923 | 01
(duéi dang x-10 vién (VN-17610-13)
Pramipexole
dihydrochloride
monohydrate)
0,7mg
161 | Valzaar H | Valsartan 80mg; | Viénnén | Hop 3 vix | NSX 24 890110083023 01
Hydrochlorothiazi | bao phim | 10 vién (VN-17796-14)
de 12,5mg '
68.3. Co s& sin xuht: Torrent Pharmaceuticals Ltd (Pju chi: Villuge: Bhud & Makhnu Majra,
Tehsil: Baddi-173205, Distt: Sofan. (H.P.), India) !
162 | Torpace-5 | Ramipril 5mg Vién Hép 10 vi BP 24 890110083123 | 01
nang x 10 vién 2015 (VN-20351-17)
cimg
69. Co'sé ding ky: Troikaa Pharmaceutieals Limited (Dja chi: Comnierce House-1, Opp Rajvansh
Apartment Judges, Bungalow Road, Ahmedabad G.J 380054, India)
69.1. Co s& san xuit: Troikaa Pharmaceuticals Ltd (Pia chi: C-1, Sura Industrial Estate, Selaqui,
Dehradun-248197, Uttarakhand, India)
163 | Bupitroy Bupivacaine HCl | Dung Hop 56ng | USP 24 890114083223 0l
heavy 21,12mg tuwong dich x 4ml phién (VN-16919-13)
duong thudc bén
Bupivacaine HCl | tiém hién
khan 20mg/4ml hanh
70. Co s& ding ky: Worwag Pharma GmbH & Co. KG (Pja chi: Flugfeld-Allee 24, 71034
Béblingen, Germany)
70.1. Co' s& san xuéf: Solupharm Pharmazeutische Erzeugnisse GmbH (Dfa chi: Industriestr. 3,
34212 Melsungen, Germaiy)
164 | Milgamma | Thiamine Dung Hop 5 6ng | 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 (Gandhinagar), Nr. Vaishnodevi Circle, Ahmedabad Gandhinagar GuJ 382481,
India)
71.1. Co sir sin xuidt: Cadila Healthcare Ltd. (Pia chi: Plot No. 417, 419, 420, Sarkhej Buvia
National Highway No. 84, Village — Moraiya, Tal - Sanand, Dist: Akmedabad - 382 210, Gujarat

State, India)
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STT | Ténthudc | Hoat chit chinh Dang | Quycach | Tiéu | Tubi S6 ding ky So
— Ham lwong bio ché | dénggéi | chuidn | the ia han lin
‘ (thiang) | (So déng ky gia
‘ d cip) han |
(1) () (3) (4) (3) (6) 0] ()] ®)
165 | Forair 125 | Salmeterol (dudi | Thudc Hép 1 NSX 24 890110083423 0l
dang Salmeterol | xit phun | binh xit ‘ (VN-15746-12)
xinafoate) 25meg; | mu 120 licu
Fluticasone
propionate
125meg
166 | Forair 250 Salmeterol (dudi Thubc Hop 1 NSX 24 890110083523 01
dang Salmeterol | xit phun | binh xjt (VN-15747-12)
xinafoate) 25mcg; | mu 120 hiéu
Fluticasone
proptonate
250mcg

Ghi chu:

1. Cach ghi niéu chudn chat feong thude tai cot (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TC N.SX) Tiéu chudn co sé (TCCS), In-house ¢6 y
nghia twong dwong nhau, la tiéu chudn chat lwong thuée do co 56 sdn xudt xdy dung va déu cé thé
duge ghi {ren nhdn thudc.

- Céch viéi Lt cdc licu chudn chat lugng dege dién: Duge dién Vigt Nam (DDVN), Duge cifien Anh
(BP), Duge dién My (U\P) Dmn dién Nhdt Ban (JP), Duoe dién Trung Quoc (CP), Duge dién Chau
dut (EP), Duge dién Quide 1é (IP) .. ,

2. 86 dang ky tai cgt (8):

- §6 dang ky gia han la s6 ding ky dirge edp theo quy dinh tai Phu hue VI Thong te 08/2022/TT-BYT

ngay 05/09/2022 ciia B6 treing Bo Y té quy dinh vic dang ky luu hanh flwéc nguyén ligu lam thuoc.
- So ddng ky da cdp (dwoc ghi trong ngodc dom) 1 5o | déing ky da duoc cap triede khi thue duge gia
han theo quyét dinh niy. -







