UBND TINH KIEN GIANG

SOYTE

sé: 068 /SYT-NVYD

V/v diéu chinh thong tin t.rung
- thau.

Kinh giri:

LTI o T hain o

- BLM

CONG HOA XA I-I()I CHU NGHIA VIET NAM
Poc lap - Tl‘r do — Hanh phiic

Kién Giang, ng&y L5 thang 6 ndm 2024 |

- Cac don vi sw nghiép truc thude S8 Y t&;

- Bénh vién Da khoa tu nhén Binh An;

- Bénh x4 Cong an tinh;

- Cong ty TNHH Dugc pham Quang Anh (834

Hoa Hung, P. 12, Q. 10, Tp. Hb Chi Minh);
(Sau ddy duoc goi la cac Don vi).

Céin cir Thong tu s 07/2024/TT-BYT ngay 17/5/2024 clia B Y té vé viée

Quy dinh vé dau thau thude tai co s& y té cong lap;

Cén cur Quyet dinh s 1465/QD-SYT ngdy 16/5/2024 cua Sé Y te vé viéc
phé duyét két qua 1ua chon nha thau cung cép thube tap trung tinh Kién Giang,
giai doan 2023-2025 (dqt 3 Géi sb 1: Géi thiu thube generic chp ciru;

Trén co sO dé nghi cua Cong ty TNHH Duogc phim Quang Anh tai Cong
vin so 49!2924/QA -CV ngay 10/6/2024 v& viéc thay d6i thong tin clia thude tring

thu (dinh kém).

S&'Y t& thong bdo dén céc don vi viée didu chinh thong tin thude triing thau

nhu sau:




2

b 1 Tén hoat Théng tin nha -
- - Ma Tén FREE ST | - 5 Théng tin nha may
A i 0 e chit, ndng 44 mAy xuét xuwong Sl o
. ?han(lo) thube S Rl GPLH | - tring thiu xu#t xwomg diéu chinh
Sandoz GmbH - Sandoz GmbH -
Biochemiestrasse Biochemiestrafie
_ i (hodc (hodc:
PRS00 Erythropoietin | o sp. | Biochemiestrae) | Biochemiestrasse hoge
628075 ool | 91116 | 106250 (or A~ | Biochemiétr,) 10, 6336
6250, or AT- (hodic A- 6336, hodc
6250) Kundl, AT-6336)
Austria Langkampfen, Austria
: _ .

1465/QP-SYT ngay 16/5/2024 cua S¢ Y té giir nguyén khong thay doi.
S&'Y té thong bao dén cac don vi duge biét va thue hign/. «aq

Ng;x; nltzrgn: KT. GIAM POC
- Nhir trén; O GIAM

- GDvacac PGD SYT; PHO & BOC
- Kho bac nha nudc tinh; e
- BHXH tinh;

- Trang thong tin dién tr SYT;

- VPBT SYT;

- Lari: VT, NVYD; Ivminh (02).

D3 Thién Tung




CONG TY TNHHDUQC PHAM  CONG HOA XA HOI CHU NGHIA VIET NAM

QUANG ANH Déc ldp —~ Tu do — Hanh phiic
S6 1 49/2024/QA-CV _ Tp.HCM, rigay 10 théng 06 nam 2024
CONG VAN

(V/v thay d6i théng tin ciia thuc tring thiw)
Kinh giri : HOI PONG THAU SO Y TE KIEN GIANG

Céng ty TNHH Dugc Phim Quang Anh rét trén trong sir hop téc ciia Quy Sé trong thévi
gian qua.

Can cir Quyét dinb 58 1465/QD-SYT ngdy 16/5/2024 ciia S¢ Y 1€ vé viéc phé duyét két
qué lya chon nha thau Géi s6 1: G6i théu thudc generic cdp ciru;

Cén cir Thoa thujn khung s6 20/2024/TTK_G1_DOT 3 ky ngay 30/05/2024 duoc ky két
gifta $¢ y t€ Kién Giang va Cong ty TNHH Dugc phim Quang Anh;

Cong ty ching i da trng thiu i Quy S& mit hang thudc Binocrit (Epoetin alfa
20001U/ml) hi¢n tai mit hang nay cua Cdng ty ching tdi c6 mot sb thong tin thay dbi vé dia chi
cua nha may xuit xudng;

Béing viin ban ndy Céng ty ching t6i xin cung cAp théng tin thay ddi ctia m3t hang thubc
néu trén kém theo hd so thay ddi vé théng tin thubc va cam két s& cung img ddy dit sé hrong thubc
cho céc co s¢ y té dugc phan bé trén dia ban tinh Kién Giang ké tir ngay 10/06/2024 theo théng

tin thay ddi thudc da thong bso nhu sau :
| e i gh | kel § Thong tin thay 43i nha méy xuat xuéng
Tén | Tén hoat chit j Xufit —
STT : _ ding ;
| R m‘:;“  Théng tin nhd méy xuflt xuéng ¢ii | Thong tin nha méy xult xuéng mdi
ik Sandoz GmbH - Sandoz GibH - Biochemiestrale
;5 QLSP-| Biochemiestrasse (hodc (ho¥ic: Biochemiestrasse ho3c
: " Epoetin alfa _ | Biologika | ; . .
01 | Binocrit 911- BiochemiestraBe) 10,6250 (or A~ | Biochemiétr,) 10, 6336 (holic A-
: 20001U/ml | GmbH -
16 g 6250, or AT - 6250) Kund), 6336, holic AT-6336)
Austria Langkampfen, Austria

Rét mong nhin duoc sir hop tac ciia Quy So.
Chung t6i xin chin thanh cam on.




CONG HOA XA HOL C}IU NGHIA vm:'r NAM
SOCIALIST REPUBLIC OF VIETNAM

Bie 13p - Ty do - Hanh phic
‘independence - Freedom - Happiness

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thubc - Bmocrit {co s& xuét xwong: smnoz GmbH; Blc:
Name of Drug: _ Biochemiestrasse 10, Kundl, 8250 Ao)

Thanh phan chinh, ham |u=o-ng 'Epoenn a!fa 2000 !UImI
Active Ingredients; Strength:.

ui cach déng gdi, béo ché PR : .)‘l(&ps bom uém déng sﬁn va hbp 6 bmntuém dong san ca ndp an
Sa cking Size, Dgsgge form* : ¥ toan ku'n bém Dung d|ch tidm dbng sén trong born fiem

Tiéu chudn chét lvong : NS'X'.' i
Quality Specification: R

Han dt‘mg"" 2 ‘ 24 thang
Shelf- life: g

sé gidy phép Iu'u hanh san phém (SBK) QLSP-911-16
MametingAufhonzatfon Number: ;

S6 quyét dinh. 9 5 52!QB~QLD g hgay cép 05/02!2016
Approval Decfs:‘on Number e A S Date. of Issuance:

Higu lee clia gidy phép Ity hénh san phém. cb glé tn 05 ném ké tu' ngay cép

Exp!rat!on Date of this Markeling Auﬂlomaban '

Téncosddangky : ﬂMaﬂs (Singapore] Private Limited

Name of Ma:kebng Auﬂ:orfzaﬂon HaMer ',:, ; :
ST ek LR R 10 Ceilyer Quay,"# 10«-01 ‘Ocean F;nancaa] centre
ABRSE: 3 T Singapcre (0493185), Smgapora
Téncosdsanxudt 0 IDT Btologika GmbH

Name of Manufacturer: et nR y i

Blaehl e iy De e Am Pharmapark 06861 Dessau-RoBtau Ewc

Address: . i ‘ 2

Tén co s& déng gél
Name of Assembler
Diachi :
Address.

Hé Nc}i, ngéy 05 théng 02 nam 2016.
~ CUC TRIPONG CUC QUAN LY DUPQC

GENERAL—DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

Ghi chu: (vore)
1- Gidy phép liru hanh san phdm nay durgc cép theo a8
dang ky thube da dugc BO Y té phé duyst.

This markating authorization has been issued in accordance with
approved by the Vietnam Ministry of Health.

2- Bét cir s thay dbi nao v& ndl dung clia gidy phép phai dbrg
Cyc Quan Iy duge - B Y té xdc nhan.

Any vat_iaﬂons.ofme contents of the markeling authorization are required to be
adopied by the DmgAdtmniﬂraﬂon of Vietnam.




* Thude vé tring:
+ Thusbc s3n xullt vd triing: thudc ddng khb.
+Xudt xudng 16,

* Thude sinh hoe:
+Thubc cng nghé sinh hoe,

+ Xult xirdmig 16 thubc cbng ight sinh hoe.
* Kiém ta chit lugng:

+ Visinh: Khdng vB tring.

+ Hba hoc/V3L iy,

+ Sinh hoe.

12-07:2022
05-05-2025

s.%rﬁa,...:..uw.aaw
(hodc CH-4051) Basel,
Switzerland

Xubt xuing thude khéng vd tring

Tuang  [GMP-CH-

01-07-2023

12-08-2020

Swiss Agency for
Therapeutic Products
(Swissmedic)

Schitzenstr, 87 und 99-
101, 88212 Ravensburg,
Germany.

(Cdch vidt khéc:
Schitzenstrasse [hodc
Schutzenstrasse) « 87 und

+ Xust xarémg 16
* Thudic ik hoct

+ Thusc tiat trisng cubl (chira hormon va chit € hoat tinh harman}: dung dich thé Ych nhéd.

.ﬁav.aaeasE:__K__..E%Es&?&a;?%zs&naaés..%in@%gaan&.&_as._i:!aoa:_...i
cd ngudn gic tir ngudt hode dong vit (chira hormon vi chit cé hogt tinh hormon).

13072005

T Ba T 1755 st eyt 80 Toak AR AP Vitaram 56 (héa 16 Pl Shanghal Municipal
Fengxlan distrlct, : : m mu Medical Products
[shanghal, China m ¢} - |Administration, China
: 3 o m.- :
Vetter Pharma-Fertigung | ThuBc vo tring: : i Cor quan thim guyén
+ Thude san xult v triing {chtra hormon vA chiit c6 hoat tinh hormonl: thude @6ng kho; dung dich thé tich nhé, {pirc

(hosc and) 99:101, 88212 {+ Xulitsarérg 16
Ravensburg, Germany / *Kiém tra chat higng.
Schutrenstrasse 87, D-
88212 Ravenshurg,
Getmany)
" JAm Pharmapark 06861 - {* Thufic vo triing: moq quan thim quydn
Dirc

|* Cach ghi khdc: Am
: _.__.33.&%35

Dessau-Rosslay, Germany

+ Thubc tiét trimg cubi; Dang King thé tich Im; DIg 1éng thi tich nhé.
* XSt xudmg thude vd triing. L

» Thuke sin xust v triing: Dang lbng thE tich 16n; Thudc d8ng kha; Dang ibng th tich nhd.

6082028

20-12-2022

Danh sich co s ddp Umg GMP

Drssau-RoRlaw, Germany) |* Thue sinh hoc: Sin phéim cdng nghé sinh hoc.

* Xustxwding thubc sinh hot: Sin phém cdng nghé sinh hoc.

* Déng g) thir edp. . .

* Ki&m tra chit lutgng: Vi sinh {vd trimg, kndng vé tring); Hoa hoc/Vat i 5inh hoe. ;

- |Blokanol Pharma  {Kehler 5tr.7, 76437 ¥ Yudt xuwong: thudc va tring, thube khaing vd tring, thude mién dich .. |Co guan thim quydn

Rastaty, Gerrnany * Déng gdi thircip m {pire

* i tra chit lieong: Hoa hoc/VEt . &

3|8
Pot29

Trang 2/ 10




Phulucil

ANHFETTFCRS Y SAN XUAT THUGC, NGUYEN LIEU LAM THUGC TAI NUO'C NGOAT AP NG GMP BUFQ'C pIkU CHINH NOI DUNG PA CONG BG TU QT 1 DEN PQT 35

Dot 36

(Kém theo cong viins6 1208 /QLD-CLngdy 23 /04 /2024 cia Cuc Qudn Iy Durgre )

g ol b 13 et bR . A . A E‘ i
jint.. TN Rl _.‘.”, ..E.:Snua.:nz:uk .,‘.,u.m,a:mﬂ. n_...ﬁzz. zaﬂau uifr | &_E___iﬁ.. go_uinu.w:n__z_.
270 orio A4 DRy .gcai&g_?%.wzina_z&:#arn.ﬁa&aéazoin.& _.Eu.axw_auan z.siszﬂs_s_. 2_._.93__?9_3&&.. &.:!;Eaat%aszan:v
ALC~ 128 41749763785, 6 hogt tinh hormen]; Vi nén; vién nén bao phim; Vién nang cirng; Thubc bbt, thulic cim; 128905419, o |of Orugs, Foods and [theo ngbn nglr s 1ai).
2T Fréirero N* 250/52/80, Thubic biin rdn (NhU tirong; gel, Pastes, Pomades, kem v mb); Thutic dang dung dich khdng APN- w m Medical Devices
- Bacacay N* 1843/45, v trimg. [INAMERAN | & [(ANMAT), Argsntina
; Cludad Autonoma de * pong gol s cip: Chc dang thudc khong v tring néu trén. MAT & a
Buenos Alres, Républica  |* Déng g6l thir clp.
1675 | AT- |SandorGmbH_ |Blochemiestraie (hofic: | * Thulic v trimg: EU-GMP [INS-482451- Federal Office for Salety |Didu chinh higu lyc GCN EL-GMP dén 31/12/2024 theo thdng biéo cla
003 {{ho3c Sandoz Biochemiestrasse hodc Zgnt:g&ixﬂ.gn%:._nﬁ:g.:cwgi:&&:{? 14281541- in Health Care, Austrla:  {EMA
GmbH - BP Blochemibtr} 10,6336  |* Thubic sinh hoc: sinphim cong nght sinh hoe; khdng thé don dbng. 16890084
Sehattenau, hodc: |(hodc A-6336, hoje AT- | Xuft xarbmg 16: s4n phdim cing nghé sinh hoc; khang thé don dong.
Sandoz GmbH - |6336) Langkampfen, * Ddng gol thiy cip. o =
Betriebsstatie/  |Austria * Xiim tra chit Irorig: hoa hoc/ vit m g
Manufasturing m
Site Aseptics Drug d m
Product
g:
_na.oﬁo..«:
2809 | CN- TE:!.;._S South of No, 2 road, Xindu | * Thuc thtrm truyBn fish mach thé tich lom WHO-GMP[Chuan. |Sichuan Medical Bittu chinh pham vi cong b tir "Chinese-GMP* sang "WHO-GMP” do
017 {Pharmaceutical  [Sateflit Oty Industrial [+ Dy chuyn sin it H; dich truyBn trong chal thisy tinh, 20160000 m m [Products Adminlstration, nq._waiq-vnﬁio.»?a-nua&:%?f:&&i&in i
Co. Ltd, Development Zone, + Dy chuydn s xust F Nhi dich tiém truyiin trong chal thily tink; : China GMP el co sé turung duong WHO-GMP
Chiengdu, Sichuan; China: |+ Dy chuybn sdn xuSt D,P: dich truylin dyng trang 191 nbisa, M .
+ Day chuylin sin xuSit C,S,T, W dich truyln 8yng trong chal nbus, ~
iy s sasft TC: dich truyn dyng trong Wl nhidu nglin,
2120 | DE- [Medac Theaterstrabe 6 22880 | * Xullt xuding 16 thubc v8 triing. EU-GMP [DE SH 01 T |Cofquan Thém quygn.  |Dinh chinh tén nhd s tir Medac Geselischaft fur kiinische
001 |Geselschaftfur | Wedel Germany = Xuft xitdng 10 thulic khong vb tring. GMP_2022_ m s lbic |spectialprapscate mbH think Médac Gesellschalt fur kiinische
Lilnische * %0t xirbmg 10 thuic cong nghd sinh hoc, thubc sinh hoc €6 ngudn gbc tir ngurbl hode dong looit m |Spezlalprapsrate m.b.H
Spezialpraparate at, M 8
mbH * béing gl thir cip. a
2052 | DE- |Rottendort Ostenfelder StraRe 51-61, |* Thubic khing vD trisng: vién nang ciny; vién nang m¥m; vidln nén; vibo nén bao duime, EU-GMP |DE_NW_05_ “fco quan thfim quyBn ﬁn_-_aarsc_ﬁggizuamgz-&iﬁﬁﬁag
016 |Phiarma GmbH  |59320 Ennigerioh, %:1383._...4?:3-_.3335& vitn nén st bot; thuc bdt; pellet; thubc GMP2021 | - |Pic chinh sich gla han cha EMA (Thang bio EMA nghy 07/12/2023}
Germany cém. 0030 m w
* Thisic dugc liBu; thude vi lugng ddng cn. & o
* Xulit xudng thudc khdng vb tring. & &
* péng pdl su c8p: thulic by pallet; thubc cém. ]
» K tra chit lugng: hoa hocf vbtly (vé tring; khong vd trimg).
2459 | DE- [Abbott Werk Neustadt, Justus- |* Thulc khdng vd trling: vién nang cifng. EU-GMP |DE_NI_02_G Cor quan thim quyln D chinh:
040 {Laboratores “Liebig-Strape 33, + Yusft srdng: vidn nang cimg; vidn nang mim; vién nén {chira Rosuvastatin/ Ezetimibe); MP_2023_0 Dire 84 sung cich ghl dla chl khic olia cos& shn xult theo quy djnh.
IGmbH 31535 Neustadt, {thudc cdm. 013
Germany. Cach ghikhdc:  |* ThuSc sinh hoc: thubc o6 ngubn gbe tir ngudi hodc dng vit. m
ustus-von-Lieblg-Strape M
33, 31535 Neustadt, + Kt urdmg: thudic o ngubn g5¢ tir ngud hodc ddng vit. %18
Germany. * Déng gol: g2 8
+ Dbng gol s cilp: vidn nang cing. :
+D6ng g6l thir cf: chl A8i vt vidn nang cirng din nhin céc dang thubc.
* Kifm tra chit lrgng: Vi sinh (khBng w0 tring); Héa hoc/ vit iy; Sinh hot.

Danh sich £o s& durge Dbl chinh ndl dung d3 cdng bS

Trang 1/8



DANH SACH €O’ SO SAN XUAT THUGC, NGUYEN LIEU LAM THUGC TAI NUOC NGOAI DAP UNG GMP

Phulucl

Dyt 29

{ Kém theo cong vinsd 8346 \orarnh :h&‘ 28 \ 07 /2023  ctia Cuc Qudn Iy Durge)

ol TR %
AL 0 ’ 2 i 1.6& LRGSR
- u_oq.s:..ﬁqoao _:&q
: Biochemiestraiie} 10, * Yuit xuémg thubc aa nghd sinh hoe.
i _mmo {or A:6250, or AT-
6250] Kundl, Austria
Brug Substance
Kundl (BT DSK)
{Cch ghi khée:
Sandot GmbH) . s
2 |2447] BE- [Besins Groot Bijgaardenstraat |* Thugc khbing vb tring: : “EU-GMP |BE/GMP/20 [Federal Agency for
: ‘006 [Manufactiring  |128, Drogenbos; 1620, 1+ Dang: b0 chi ban rin (thudc kem, thudc md, thudc gel) chita hormon; 22/012 Medicines and Health
Belglam SA Belgium + Chimg nhinxufituring m M Prodiicts, Beigium
(cach ght khdc: *Déng gok 4 D
Besins i +§a&&?§233~§%§?§§3—=9§=§= 8 .M
Manufacturing +Péng gdicip 2. :
; |Belgium) R S * KIgm tra chit lvong: Hoa W/VEE . s : Ly :
3 |2448| BE- [Laboratolres Avenue Thomas Edison  |® Thubc khong vO triing: Vign nang a._n Thube dung iz:_.a sa. thidt Ubng dang 1ang; thubc bat; vién nén, vién nén baa phim. TEL-GMP |BE/GMP/20- Federal Agency for
014 |pharmaceitiques [32, Thines, 1402, Belglum | + Xufitxurdng thule khdng v trimg. 22/116 Medicines and Heaith
. Trenker : * Béng gol: w m Products [FAMHP),
+ Déng gbl so c3p: VIEn nang cimg; thude dimg ngodl dang 1ng; Whudc udng dang 1ng; thude bot; viany ndn, vién nén bao phim, 3 |Belgivm
+Dong go thir cdp. m m
@ K1&rn tra chit lugng: sn:..__"_&s.&ﬁsu_. Héa hoe / VAt . : ~
A | 2449 CA- [SanofiPasteur  |1755 Steeles Avenue r!._._.&n%d hn djch. Canada- |79640 Health Protucts
007 |limited West, Toronto, Ontarlo,  [* San phSm cy thé: :a:%f.as»&ﬁ_?r&:iz_n UBh van, Ho gi v6 bo) ’ GMP : m m comphance Directorate,
Conada, M2R 374 | Atwomg W : M Canada
duoing EU- i
: : o s ] | ampy : :
% | 2450 CA- [Apotexinc. 50 mfaa,.z.. Toronto, |$3n xust banthanh pham (khdng bao gdm cing doan ddng #1) va Kim nghlém: Vign nén, vign nén bao phim, vién nang, ? - Canada- |BO653 : g Health Products
oos ontarlo, st 179, Canada - ; GMP m & |comptance Oirectorate,
- {tuong : % : Health Canada
 durang EU- S m M
6 |2451| CA- |Apotex Inc 4100 Waston road; Déng golva dan nhin: Vién nén, vidn nénbao phim, vién nang. Canada- 80654 ; o Health w.!__..n_. :
009 Toronto, Ontario, MIL GuP m g Compllance Directorate,
2Y6, Canada {twong : m 3 Health Canada
duong EU- B 2. M
GMP)
Danh sch co 58 dip img GMF Trang 1/10 bt 23




CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Ty do - Hanh phiic

" Ha Noi, ngiy 05 thang 5ndim 2016

SI-)K vEc xin, sinh pbam yte

Kinh gui:
- S&'Y té cée tinh, thinh pho tryc thude trung wong;
- C4c cong ty diing ky c6 véc xin, sinh phém y té duogc dinh chinh.

Cyc Quan ly Dugc thong bao didu chinh mét s6 ndi dung trong Quyét dinh
chp sb dang ky véc xin va sinh pham y t& nhur sau:

1. Quyét dinh s6 232/QD- QLD ngay 04/9/2013 cua Cuc truéng Cyc Quan
ly Duge ban hanh danh muc 1 1 vic xin, sinh phdm y t€ duge cédp s6 dang ky luu
hénh tai Viét Nam - Dot 21 bd sung:

1.1 CREON 25000, SPK: QLSP-0700-13 do céng ty Abbott Products
GmbH (Pia chi: Hans-Boeckler-Allee 20 30173 Hannover - Germany) dang ky,
trong quyét dinh ghi dia chi ciia nha sin xuét 1a: J ustust-von—Lleblg-Straﬁe 33,
31535 Neustadt — Germany; nay dinh chinh dia chi chinh x4c cia nha san Xuét
la: Justus—von-Liebig-StraBe 33, 31535 Neustadt — Germany.

2. Quyét dinh s6 247/QB-QLD ngay 10/9/2013 cua Cuc truomg Cuc Quéan

Iy Duroc ban hanh danh muc 37 sinh phdm y t& duge cép s6 dang ky hru hanh tai
Viét Nam - Dot 22:

2.1 MIRCERA, SPK: QLSP-0723-13 do cong ty F.Hoffmann-La Roche
Ltd (d;a chi: 124- Grenzacherstrasse, C’H-—4070 Basel, Thuy S¥) dang ky, trong
quyet dinh ghi tén, dia chi cia nha san xuat 12: F.Hoffmann-La Roche Ltd (Dia
chi: 124-Grenzacherstrasse, CH-4070 Basel, Thuy S%); nay dinh chinh tén,
dia chi chinh x4c cia nha san xuét 13: Roche Diagnostics GmbH (Pia chi:
Sandhoferstrasse 116, 68305 Mannheim, Dic).

3. Quyét dinh sé 585/QD-QLD ngay 03/11/2015 cua Cuc tnmng Cuc
Quan 1y Duoc ban hanh danh muc 26 vac xin, sinh pham y té duoc céap s0 déng
ky luu hanh tai Vigt Nam, dcrt 29:

3.1 REPLBN]."NE “VF; SPK: QLSP-905-15 do Cong ty TNHH Duqc
phém Viét Phép (B/c: s6 11B phé Hoa Bﬁng, phudng Yén Hoa, quén Cau Glay,
Ha Néi - Vxet Nam) dang ky, trong quyét dinh ghi thong tin nha sén xuét 1a:
Nha sdn xufit hoat chit: Bio Produets Laboratory lelted nay dinh chinh

céch ghi chinh xéc vai trd clia nha sin xudt 13: Nha sin xuét thube bot: Bio
Products Laboratory Limited. ‘

4. Quyét dinh sb 52/QD- QLD ngéy 05f02f?.016 cua Cuc trudng Cuc Quan
. Iy Duge ban hanh danh muc 39 vac xin, sinh phim y t duoc chp s6 déng ky Iua
hanh tai Viét Nam - Dot 30:




4.1 BINOCRIT, SPK: QLSP-911-16; BINOCRIT, SPK: QLSP-912-16;
BINOCRIT, SPK: QLSP-913-16; BINOCRIT, SPK: QLSP-914-16 do cdng ty
Norvatis (Singapore) Private Limited (Dja chi: 10 Collyer Quay, # 10-01, Ocean
Financial Centre Smgapore (049315), Singapore) dang ky, trong quyét dmh ghi
tén va dia chi cia cédc nha san xuét 1a: IDT Biologika GmbH (Dia chi: Am
Pharmapark, 06861 Dessau-Rosslau, Dike; Co s& xuit xudng: SANDOZ
GmbH (Biochemiestrasse 10, 6250 Kundl, Ao); nay dinh chinh tén va dia chi
chinh xdc ciia cdc nhi sin xuat la: IDT Bmloglka GmbH (Pia chi: Am
Pharmapark, 06861 Dessau-Roflau, Dire; Co' s& xuit xwong: SANDOZ 3
GmbH (Biochemiestrasse 10, Kundl, 6250, Ao).

42 GRAFEEL, SPK: QLSP-945-16 do cong ty DR. REDDY’S &
LABORATORIES LTD. (Pja chi: 8-2-337, Road N03 Banjara Hills, 3
Hyderabad-500034 Telangana, India) dang ky, trong quyét dinh ghi dia chicla 4
nhd sin xuit 1a: Survey No. 47, Bachupally Village, Outbullapur Mandal, 2
Ring Reddy District, Telangana — 500 090, India); nay dinh chinh dja chi
chinh x4c cha nha sin xudt 1&: Survey No. 47, Bachupally Village,
Qutbullapur Mandal, Ranga Reddy District, Telangana — 500 090, India)

43 ACTILYSE, SPK: QLSP-948-16 do cdng ty Boehringer Ingelheim
International GmbH (Pja chi: Binger strasse 173 55216 Ingelheun am Rhein,
Germany) ding ky, trong quyét dinh ghi tén cta nha san xut 1a: Boehringer
Ingelheim International GmbH; nay dinh chinh tén chinh xdc cia nha sin xuat
13: Boehringer Ingelheim Pharma GmbH & Co.KG.

4.4 Trong d6 c6 san phdm APIDRA SOLOSTAR, SPK: QLSP -915-16;
APIDRA, SPK: QLSP 916-16 do cong ty Cong ty TNHH Sanofi — Aventis Viét
Nam (Be: 123 Nguyén Khodi, Quén 4, T. p- Hb Chi Minh,Viét Nam) déng ky,
trong quyét dinh ghi dia chi cia nha san xuft 14: Industriepark Hochst,
Brumngstrasse 50, D-65926 Frankfurt am Main - Dirc; nay dinh chinh dia
chi chinh x4c ciia nha san xuAt 1a: Industriepark Hichst, D-65926 Frankfurt
am Main - Dire.

Cuc Quan 1y Duge théng béo d& cdc don vi biét/.

Noi nhin: CcucC TRUONY
- Nhur trén; "= :
-BT. Nguy§n Thi Kim Tién (8 blc);
- TT. Nguyén Thanh Long (d€ b/c); o i
- Vu Phap ché, Cyc. Y t€ du phong, Cuc Quan 1y kh4 i
bénh, Thanh tra BS Y t&, Vu Trang Thiét bj va Céng finh its;;
Cuc KHCN&BT, VP, NRA; NG oy g
= Vién V& sinh dich '05 trung wvong, Vién Kiém dinh qué gigyac:.

xin v sinh phim y té; e " b

- Téng Cuc Hai quan - B Tai chinh; "V Trwong Quoc Cuwdmg
- Website ciia Cuc QLD, Tap chi Duge vé My phﬁm ~-Cue QLD;

- Luu: VP, KDD, QLCL, BKT (4 ban).




BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
AN LY DUQC Doe lap - Ty do - Hanh phiic

64 \TLD-DK Hé Ngi, ngéy. 99 thang § niim 2016

- 86'Y té céc tinh, thinh phd truc thuge trung uong; -
- Céc cong ty ding ky ¢6 vac xin, sinh pham y t€ duge dinh chinh. /£

Cuc Quén 1y Duogc théng béo diéu chinh mét s6 ndi dung trong Quyét dj
chp sb déng ky vic xin va sinh phdm y t& nhw sau: Ao
| L. Quyét dinh s6 52/QD-QLD ngay 05/02/2016 cia Cue trudng Cuc Quan N
Dugc vé vigc ban hanh danh muc 39 vic xin, sinh phim y & duoc cap so6 ding ky
luu hanh tai Viét Nam - Pot 30:

P 5 B {5 S T A ST v

Y- da s

1.2. Tresiba® Flextouch® 200U/ml, SPK: QLSP-932-16 do Céng ty Novo
Nordisk A/S (Pia chi: Novo Allé, DK-2880 Bagsveerd, Pan Mach) ding ky, trong

quyet dinh ghi quy cich dong géi 1a: Hp 5 bit tiém bom sin th_ué‘c X 3 mi; nay
dinh chinh quy céch déng g6i chinh x4c 13: Hop 3 bt tiém bom sin thude x 3 ml.

2. Quyét dinh s6 239/QD-QLD ngay 08/06/2016 ciia Cyc truéng Cuc Quén
Iy Dugc ban hanh danh mue 30 véc xin, sinh phdm y t€ dugc cép sé ding k¥ huu
hanh tai Viét Nam - Dot 31-

2.1 SUPERFERON, SPK: QLVX-966-16 do Vién vic xin va Sinh phim Y
t& (IVAC) (Dia chi: 9 Pasteur, Nha Trang, Khénh Hbda) dang ky, trong quyét dinh
ghi 56 diing ky ctta sinh phédm la: QLVX-966-16; nay dinh chinh sé dang ky chinh
xdc ca sinh phim 1a: QLSP-966-16.

2.2 Scitropin A, Smg/1.5ml, SDK: QLSP-952-16 do Céng ty Anda Vietnam
Co., Ltd. (Pia chi: 62C Tran Quéc Toan, Hoan Kiém, Ha N6i, Viét Nam) dang ky,
trong quy€t dinh ghi quy cach déng géi 1a: Hop 01 biit tiém 1,5ml; nay dinh chinh
quy céch déng g6i chinh xéc 1a: Hop 01 lo (cartridge) 1,5ml.

2.3 Scitropin A, SPK: QLSP-953-16 do Cong ty Anda Vietnam Co., Ltd.
(Pia chi: 62C Trin Quéc Toan, Hoan Kiém, Ha Nbi, Viét Nam) &ng ky, trong
quyét dinh ghi quy cich déng g6i 1a: Hop 01 bit titm 1,5ml; nay dinh chinh quy
cach dong géi chinh xéc Ja: Hap 01 lo (cartridge) 1,5ml.

2.4. Novorapid Flexpen, SDK: QLSP-961-16 do Cong ty Novo Nordisk A/S
(Pia chi: Novo Allé, DK-2880 Bagsvard, Dan Mach) déng kY, trong quyét dinh ghi
hoat chét chinh - ham luong 1&: Insulin aspart (rDNA) 300 IU/3ml; nay dinh



chinh hoat chit chinh - ham luong chinh xéc l&: Insulin aspart (rDNA) 300
U/3mlL

2.5. Levemir Flexpen, SPK: QLSP-962-16 do CoOng ty Novo Nordisk A/S
(Pia chi: Novo Allé, DK-2880 Bagsvard, Dan Mach) déng kY, trong quyét dinh ghi
hoat chét chinh - ham lugng la: Insulin detemir (fDNA) 3001U/3ml; nay dinh
chinh hoat chét chinh - ham hrong chinh x4c 13: Insulin detemir (rDNA) 300
U/3ml

2.6. Novorapid Flexpen, SPK: QLSP-963-16 do Cong ty Novo Nordisk A/S
(Dia chi: Novo All¢, DK-2880 Bagsvzrd, Pan Mach) déng ky, trong guyét dinh ghi

hoat chét chinh - ham lugng Ja: Insulin aspart (fDNA) 300 XU/3ml; nay dinh >

’ ¥

chinh hoat chat chinh - ham luong chinh xéc 1&: Insulin aspart (rDNA) 300
U/3ml.

3. Quyét dinh s6 240/QB-QLD ngdy 08/06/2016 cia Cuc trudng Cuc Quan
Iy Dugc v& viéc ban hanh danh myc 04 sinh phim y té duge phép luu hanh tai Viét -
‘Nam - Dot 31 (86 ding k¥ ¢6 hiéu lyc 02 ném):

3.1 Cosentyx, SPK: QLSP-H02-983-16 do cong ty Novartis Pharma
Services AG (Pia chi: Lichtstrasse 35, 4056 Basel, Switzerland) déng ky, trong
quyét dinh ghi céng ty dang ky 1a: Norvatis Pharma Services AG, nha san xuét la:
Norvatis Pharma Stein AG & hoat chat chinh la: Secukinomab; nay d&inh chinh
chinh xéc tén cdng ty dang ky 13: Novartis Pharma Services AG, tén nha san xuft

13- Novartis Pharma Stein AG va tén hoat chét chinh Ja: Secukinumab.

4, Quyét dinh s 241/QD-QD ngdy 08/06/2016 ctia Cye trudng Cuc Quan ly
Duge vé viée chp s6 dang k¥ luu hanh cho 01 vac xin duoc phép hu hank tai Viét
“Nam - Dot 31 (S6 ding ky ¢6 higu lyc 02 ndm):

4.1 VA-MENGOC-BC, SbK: QLVX-H02-985-16 do céng ty TNHH MTV
Vhoxin va Sinh phim s 1 (Dia chi: S8 1, Yersin, Ha Noi, Viét Nam) ddng ky,
trong quyét dinh ghi dang bao ché chia véc xin la: Dung dich tiém; nay dinh chinh
dang bio ché chinh x4c cla vic xin 13: Hon dich tiém.

Cuc Quan 1y Duoc théng béo dé cic don vi biét./.

Noi nhin:

- Nhu trén;

- BT. Nguyén Thj Kim Tién (4 b/c);
- TT. Nguyén Thanh Long (8€ bic); Ao
- Vu Phép ché, Cuc Y té dir phong, Cuc Quan 1y khagntha™
bénh, Thanh tra BS Y t6, Vu Treng Thiét bi va Congy by,
té, Cuc KHCN&DT, VP. NRA; AE T e
- Vién V# sinh dich 18 trung vong, Vién Kifm dinh q\8e gia 55
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vc xin va sinh phim y t&;

- Téng Cuc Hai quan - BY Téi chinh;
- Website cia Cuc QLD, Tap chi Duge va My phém-Cuc " .
QLD; . Truong Quoe Cudng
- Luu: VP, KDD, QLCL, PKT (4 ban).




CONG HOA XA HOQY CHU NGHIA VIET NAM
Dic Ip - Ty do - Hanh phite

Ha Noi, ngay 19 thing & ném 2023

Kinh giri: Novartis (Singapore) Pte Ltd

Dia chi: 10 Collyer Quay, # 10-01, Ocean Financial Centre
Singapore (049315), Singapore

Cye Quén 1y Dugc nhin duoc hé so sb tiép nhan 420/TDVXSP ngay
13/10/2022 va céc tai li¢u lién quan cia cdng ty vé viéc thay dbi xult xtr cta
thanh phém d8i véi thubc d& dwoc cAp gidy ding ky luy hanh.

Céin oir Théng tur s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bb truémg B
Y t€ quy dinh vige ding ky luu hanh thudc, ngayén ligu am thudc; Théng tu 6
01/2018/TT-BYT ngay 18/01/2018 cia Bg truéng B Y t quy dinh ghi nhén
thude, nguyén lidu 1am thudc va to huéng dén sir dung;

Céin cir két lufn tai Bién ban thim dinh h so thay dbi/bd sung clia cong
ty, Cuc Quén Iy Duge ¢ ¥ kién nh sau:

Dng y vé viée thay di xuét xir ciia thanh phim d6i véi thubc Binocrit,
s6 ding ky: QLSP-911-16. ‘

Bang so sénh céc ndi dung d& dugce phé duy€t véi ndi dung de nghi thay
déi dwgc déng déu xdc nhén cia Cuc Quan 1y Dugc kém theo Cong vin nay.

Ngoai ndi dung dugc thay doi trén, 14t ca cc néi dung khac gift nguyén
nhir hd so dang ky thuéc liu tai Cuc Quén 1y Duge.

Céng ty déng ky, nha sin xut phai chiu trach nhiém vé chét luong dbi
v6i thube huu hanh trén thi trudmg va c6 trich nhi¢m théng béo sy thay dbi nay
dén céc co quan lign quan va khéch hang,

. Sau 12 thang ké tir ngdy ky cong vén nay, thude trén khong duge nhép
khu véi cc ndi dung d& d& nghi thay doi. ,

Cuc Quan Iy Duge théng bao d& cong ty bibt va thye hién ding céc quy
dinh clia Viét Nam v& luu hanh thudc./,

Noi nhn: _~HE.CUC TRUONG
- Nhu trén; . o

- Cye truong (48 blc); R
- Luu: VT, PK (L) (02b).
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Nguyén Thanh Lim
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