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BOY TE . CONG HOA XA HOI CHU NGHIA VIET NAM
~ TRUNG TAM MUA SAM Doc lap - Tw do - Hanh phiic
TAP TRUNG THUOC QUOC GIA
S6: T32Z/TTMS-NVDT Ha Noi, ngayA9 thdang 9 nam 2023

V/v thay déi thong tin‘thudc tring thau
Paclitaxel “Ebewe” thuéc Danh muc déu
thau tép trung cap Quoc gia ciia Cong ty
¢d phan Duogeliéu Trung uong 2
Kinh gui:

-S&'Y té cac tinh/thanh phd truc thude Trung wong/

Don vi mua sam tép trung dia phuong;

- Y t€ cac BO/Nganh;

- Cac Bénh vién/Vién co6 giudong bénh truc thuoc Bo Y té.

Ngay 03/8/2022, Trung tdm Mua sam tép trung thudc Qudc gia (Trung tim)

ban hanh cac Quyét dinh sé 57/QD-TTMS, sb 58/QD-TTMS, s6 59/QD-TTMS
vé viée phé duyét két qua lga chon nha thau cung cép thudc cho cac tinh mién
Bic, mién Trung, mién Nam giai doan 2022-2023. Trong d6 c thudc Paclitaxel
“Ebewe” (Paclitaxel 100mg; SDK: VN-20581-17) cua Cong ty ) phﬁn Duoc li¢u
Trung uong 2.

Ngay 18/9/2023, Trung tdm nhén dugc vin ban s 3883/DL2-TBV dé ngay

13/9/2023 cua Cong ty co phén Duoc liéu Trung wong 2 va cac tai liéu kem theo

vé viée thong bao thay déi tén nha méy cta san pham Paclitaxel “Ebewe” Inj
100mg/16,7ml.

Can clr cong van s6 4559/QLD-PK ngay 04/5/2023 ctia Cuc Quan Iy Dugc
vé viéc cong bd danh muc ndi dung thay d6i nho chi yéu cau théng bdo theo quy
dinh tai khoan 2 Piéu 38 Thong tu s 08/2022/TT-BYT (Dot 1).

Can ct khoan 24 Diéu 1 Thong tu 06/2023/TT-BYT ngay 12/3/2023 cua Bo
Y té quy dinh vé truong hop thudc tring thau c6 thay doi trong qua trinh lya chon
nha thiu hodc cung tng thudc tring thau, dé dam bao cung tng du thude phuc vu
kip thoi cong tac khéam, chita bénh ctia cc co s¢ y té, Trung tAm da ra sodt va
thong béo chép thuén thay thé thudc Paclitaxel “Ebewe” (Paclitaxel 100mg; SDK:
VN-20581-17) do Cong ty ¢b phan Dugc liéu Trung uong 2. Viéc thay thé thude
thuc hién sau khi nha thdu cung tmg hét sd luong ton kho thudc Paclitaxel
“Ebewe” (Paclitaxel 100mg; SBK: VN-20581-17), thong tin thude cu thé nhu sau:



Théng tin thudc tring thiu Paclitaxel “Ebewe”
(Paclitaxel 100mg)

Noi dung Tai Quyét dinh s6 57/Qb-

TTMS, s6 58/QD-TTMS, sb Sau thay déi

59/QD-TTMS

Co s& san xuat Ebewe Pharma
Ges.m.b.H.Nfg.KG

Fareva Unterach GmbH

Trung tdm thong bao va guri cac tai liéu kém theo dé S¢ Y té cac tinh, thanh
phd, Pon vi Mua sim tap trung cép dia phuong, Y té cac Bo/Nganh va cac Bénh

vién/Vién cé giuwdng bénh tryc thude Bo Y té duoc biét va thuc hién.

Trén trong./ Z/

Noi nhin: KT. GIAM POC
- Nhuteén; PHQ GIAM POC /“"
- Giam doc (dé b/c);
- Cong ty CP Dugc liéu TW2 (dé t/h);
- Trung tam Gidm dinh BHYT

va Thanh todn da tuyén (dé phdi hop t/h);
- Luu: VP, NVDT.




CONG TY CPDUQGC  CONG HOA XA HOI CHU NGHIA VIET NAM
LIEU TRUNG UONG 2 Péoc lap — Tw do — Hanh phic

prviopaaRMs  SO: 3385 /DL2-TBV Tp. H6 Chi Minh, ngay 13 thang 09 ndm 2023
V/v: Théng haq thay doi tén nha mdy

TRONG TN A S T R aclitaxel “Ebewe” Inj

VOng/16.7ml

I
86:..2,5.5.& ....... — | " | | |
Ngby2%/g/2d5 g ri: TRUNG TAM MUA SAM TAP TRUNG THUOC QUOC GIA

besnsesssosisser Tiiid¢ tién, Cong ty C6 phan Duoc liéu Trung uong 2 (Cong ty) xin chan thanh cam on

S& va ky hidh Prung: v i 2 sdm tap trung thude Quéc gia (Trung tim) vé su hd trg va hop tic ma Quy

Trung tdm da danh cho cac san phim do Céng ty cung tmg trong subt thoi gian qua.

Cong ty ching t6i da trang thiu cung mg san phém cac san phdm Paclitaxel “Ebewe” Inj
100mg/16.7ml theo Quyét dinh tring thiu sé 57, 58,59 /QD-TTMS ngay 03/08/2022 cua Trung
TAm Mua Sam Tap Trung Thudc Qudc Gia. Ching toi xin phép dugc cdp nhét thay d6i tén nha
may nhu sau:

- Tai nudc san xut (Ao), Co quan Quan Iy nuéce sd tai da phé duyét thay dbi tén co sO san
xuit tir “EBEWE Pharma Ges.m.b.H. Nfg. KG” thanh “Fareva Unterach GmbH” (khong thay
d6i dia diém).

Do su thay d6i nay, GMP cia nha may da duoc cap lai duéi tén méi: Fareva Unterach
GmbH.Gidy phép GMP méi ciing di dugc danh gia lai va cong b trén website ctia Cuc Quan ly
Dugc Viét Nam — Dot 25 (theo cdng van s6 575/QLD-CL ngay 17 thang 01 ndm 2023), Phu luc I
- 86 thir tw 02. GMP ¢6 hiéu luc tir ngay 03/08/2022.

Tai Viét Nam, co s¢ dang ky da tién hanh ndp hd so xin thay dbi tén co s& san xudt 1én
Cuc Quan ly Duogc, va da duge cong bé trén cong thong tin ctia Cuc Quén ly Dugc theo cong vin
s6 4559/QLD-PK — S6 thir tu 296 & 302 ngay 04/05/2023.

Hién tai, ton kho hang héa dugc san xuat dudi tén “EBEWE Pharma Ges.m.b.H. Nfg.
KG” da hét, chiing t6i da tién hanh nhép khéu hang hoa dugc san xuét dudi tén méi 1a “Fareva
Unterach GmbH”.

Pé& dam bao cung tmg thudc ddy di va lién tuc téi cic co s& y t€ va gitip thuén loi hon
trong viéc sir dung cho bénh nhén, Cong ty kinh mong Quy Trung tdm chép thuan cho Céng ty
dugc cung Ung san phim Paclitaxel “Ebewe” Inj 100mg/16.7ml dugc san xuét v6i tén nha méi
“Fareva Unterach GmbH” cho co sé thau con lai. Céng ty xin cam két ngoai su thay doi tén nha
may nhu da néu, khdng co bat ky su thay dbi nao vé chét luong va tiéu chuén da ding ky véi Bo
Y .

Cong ty rit mong nhén dugc su hd tro ciia Quy Trung tdm, hy vong méi quan hé gitta Quy
Trung tim va Céng ty C4 Phin Dugc liéu Trung Uong 2 ngay cang tt dep.

Tran trong kinh chao.
o8y, CP Duoc Liéu
N g wong 2
Noi nhan:
- Nhuwtrén [
- LuuVT %

L B3C DU AN THAU BENH VIEN
Hoang Van Phiic




PHU LUC 1: DANH SACH co'so

Pot 25
( Theo cdng vins§575  /QLD-CL ngayl 7/01/20230a Cuc Quan Iy Dworc)

SAN XUAT THUGC, NGUYEN LIEU LAM THUGC TAI NU'G'C NGOAI DAP U'NG GMP

D TEN O’ S& SAN - . NGUYEN | Gy cH. |neAv |NGAY =
STT cc IDCT XUAT blA cHi PHAM VI CHUNG NH&N TAC GMP NHAN ckp Il-l{i'; CO' QUAN CAP
1 |2106| AM- |Liqvor CISC 7/9, Kochinyan st., * Thudc vo trung: WHO-GMP |AM/EAEU/H Ministry of Health of the
001 Yerevan 0089, Republic of |+ Thudc sn xudt vd trung: Dung dich thé tich nho; /2022/01/01) o v |Republic of Armenia
Armenia + Thudc tidt tring cudl: Dung dich thé tich nhd; Dung dich thé tich l&n; 19,4 &
* Péng gol thir cdp 3 =)
* Xudt xudng 16 = 9
* Ki8m tra chit lwrgng: hda hoc/vat Iy.
2 | 2107| AT- |Fareva Unterach [MondseestraBe 11, 4866 |* Thudc vd tring: EU-GMP |INS-484064- Federal Offlce for Safety
022 |GmbH Unterach am Attersee, +Thudc sin xusit vé tring: dang 1ong thé tich nhé (8¢ t& bao/ Kim t& bao) 101127916- | O »n |inHealth Care, Austria
Austria +ThuBc tigt triing cudi: dang ldng thé tich nhd (ddc t& bao/ Kim t& bao) 17654342 o o
+ Chirng nhéin 16 (4/10) 2 FGh
* Thudc sinh hoc: sn phim chiét xudt tir ngudi hoje dong vit OB' 3
* Péng gol thir cap "
* Ki&m tra chét lvgng: Visinh (thugc kndng vd triing); Iy/ hda/ sinh
3 |2108| AU- |GlaxoSmithKline |1061 Mountain Highway [Thudc khéng chira khang sinh nhém beta lactam: Twong |MI-2022-L1- i - Therapeutic Goods
006 |Australla Pty Ltd  |Boronia Vic (hodc * Thu@c khang vé tring: Thudc dang bom/thal (Insufflation); duong EU-|08116-1 =] o | Administration (TGA),
i Victorla) 3155 Australla  |* Thudc v trung: thuc dung dich, thudc hdn dich, thubc nwréc udng. GMP A O |Australia
* Déng gol thr cip va xudt xudng: Thudc vo triing, thudc khdng v triing 7 2
* Viac san xut d81 véi vic xin Rotarix chl bao gbm cac cong doan hon, déng, déng g6l va dan nhén. o Y
4 | 2109 | AU- |Aspen Pharma Pty |286-302 Frankston- * Thudc khong vb triing: Vién nang cing; thuBc ubng dang 1dng; vién nén; thudc cdm; thudc bét; thudc kem; thudc Australia- |MI-2022-LI- 5 - Therapeutic Goods
011 ld Dandenong Road, phun mb; thudc sic migng; dung dich duing ngoai; thudc md, bjt nhio. GMP  |09770-1 % § Administration (TGA),
Dandenong South VIC (twong s! g Australia
3175, Australia duong EU h g
GMP) N
5 |2110| BE- |Alcon-Couvreur |Rijksweg 14, Puurs, 2870 * Thudc v trung: . : EU-GMP |BE/GMP/202| Federal Agency for
003 [NV (ho#c B-2870), Belgium + Thudc san xust vé tring: dung dich thé tich nhd: Thuc nhé mit (dung dich, hdn dich). 1/065 & < |Medicines and Health
Cach ghi khac: . * Thudc sinh hoe: Thugic cdng nghé sinh hoc (chl pha ché va déng lo) g =] o [Products (FAMHP),
S.A. Alcon- * Chirng nhan xu&t xudng: ThuBc vo tring va Thudc cdng nghé sinh hoc. % 3 |Belgium
Couvreur N.V. ] g
hodc SA. Alcon-
Couvreur NV
6 |2111| BE- |Pfizer Rijksweg 12, Puurs, 2870, |* Thuc v trung: EU-GMP [BE/GMP/202| o Federal Agency for
007 [Manufacturing  [Belgium + Thuc san xudt vé tring: Dang [dng thé tich nhd. 1/099 o o |Medicines and Health
Belglum NV * 53n phdm sinh hoc: Thudc mi&n dich. S| @ |products (FAMHP),
* Xugt xuéng thudc vd tring, thuéc mién dich. g g Belgium
* Déng goi thi cap.

Danh sach co s& dép irng GMP
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D TEN CO' SO SAN NGUYEN | GIAYCH. |NcAy | NGAY 5
STT | o IDCT XUAT BlA cHi PHAM VI CHG’NG NHAN TAcGMP| NHAN o gﬁgq CO' QUAN CAP
114 | 2219| US- |Corixa 325 North Bridge Street, |Ddng gdi va dédn nhdn vic xin Zoster (non-live) U.S. cGMP [FEl: United States Food and
005 |Corporation Marietta, Pennsylvania, (twong |3007726770 Drug Adminlstration
d/b/a Glaxo Smith |PA 17547, United States. duong EU-|(Bdo cdo o] " (U.S. FDA)
Kline Vaccines Cach gh khac: 325 North GMP) |thanh tra) § §
Bridge Street, Marietta, é ﬂ
Pennsylvania, 17547, eN‘o 5"
United States.
115 | 2220| US- |Corixa 325 North Bridge Street, |* Thudic san xudt vé trung: Thudc dong khd. EU-GMP |BE/GMP/201 Federal Agency for
005 |Corporation Marietta, Pennsylvanla, * Thudc sinh hoc: Thu&c mign dich. 9/018 Medicines and Health
d/b/a Glaxe Smith |PA 17547, United States. * Déng gol thir cip. ( @ Products (FAMHP),
Kline Vaccines Céch ghl khac: 325 North  |* Kiém tra chét lurgng: Vi sinh (vé triing, khéng vé trung); Sinh hoc. “_{?“ § Belgium
Bridge Street, Marletta, < o~
Pennsylvania, 17547, E E
United States.
116 | 2221| US- |Alcon Research, |6201 South Freeway, Fort |* Thudc vb trung: hdn dich nhé mét {trong &6 ¢6 san pham: Azopt), dung dich nhé méit (trong d6 cd céc sdn pham: U.S.cGMP (FEI: 1610287 " United States Food and
011 |LLC Worth, TX 76134 (Texas  |Vigamox, Pataday) : (tuang é‘ § Drug Administration
76134), United States duong EU- g ,ﬁ (U.S. FDA)
GMP) qN!- ",1.1
117 | 2222 us- [Patheon 5900 Martin Luther King | * Thudc v triing: Dung dich thé tich nhd; thuéc d6ng kho. U.S. cGMP [FEI: 1018495 w |United States Food and
031 |Manufacturing Ir. Highway, Greenvlile, |* Thudc khang vd triing: Thuc cdm; vién nén, vién nén bao phim, (tuwong E S  |Drug Administration
services LLC NC (ho3c North Carolina) duong EU- 3 | & |us.Foa)
27834, USA GMP) g | &
118 | 2223 US- |C.B.Fleet 4615 Murray Pl,, San phdm: Fleet Enema for Children (Sodium Phosphate, DIbasic and Monobasic Enema) Enema. Hoat chét, ham US-cGMP |FEI:1111503 | w |United States Food and
040 |Company, Inc., Lynchburg, VA 24502, USA |lugng: Monobasls Sodium Phosphate 9,5GM, Dibasic Sodlum Phosphate 3,5MG. [Tuong § § Drug Administration
dwong EU- E;" B (U.S. FDA)
GMP) g | 8
119 | 2224| US- |C.B.Fleet 4615 Murray Pl,, San phém: Fleet (Sodium Phosphate, Dibasic and Sodium Phosphate, Monobasic) Enema. Hoat chét, ham lugng: US-cGMP |FEI:1111503 - m |United States Food and
040 |Company, Inc., Lynchburg, VA 24502, USA |Sodium Phosphate, Dibasic 7 MG; Sodium Phosphate Monabasls 19 GM. v (Twang § g Drug Adminlistration
dwong EU- = = |(U.S. FDA)
GMP) g E
120 | 2225 US- |Regeneron 81 Columbla, Turnpike,  |* 5an xufit ban thanh phdm céng nghé sinh hoc (trong dé c6 thuBc Eylea solution for injection (afllbercept, 40mg/ml, | US-cGMP |FEL: & " Unlted States Food and
057 |Pharmaceuticals |Rensselaer, 12144, Unlted |1 vial),...) (Tuong |1000514603 5 g |Drug Adminlistration
Incorporated States, * Kiém tra chit lrgng duong EU- =] ~  |{U.S. FDA)
GMP) @ | =
121 | 2226 | US- |Baxalta Inc. (Shire 4501 Colorado Boulevard, |* San xudt san pham trung glan v sdn phdm ch& déng lo/ déng gl cAc san ph&m tir mau (trong dé cé Hemophil M, | U.S. cGMP |FEI: 2011021| o United States Food and
063 |Inc.) Los Angeles, CO 90030, Flexbumin,...) ; (tuong a & |Drug Administration
USA : durong EU- S| & (s oAy
© GMP) R

Danh s&ch co s& dép rng GMP
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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUANLY DUQC Pic lap — Tu do — Hanh phiic
Sé: 4559 /QLD-DK Ha N6i, ngéy 04 thing 05 ndm 2023

V/v cong bb danh myc ni dung
thay dbi nhé chi yéu cau théng béo
theo quy dinh tai khoan 2 Piéu 38
Théng tu s6:08/2022/TT-BYT
2 (Dotl)

- Kinh giri: Cc co s6 ding ky, co 56 san xuét thuée luu hanh tai Viét Nam

.~ Thychiénquy dinh tai Khodn 2 Didu 38 Thong tir s6 08/2022/TT-BYT ngay

*05/9/2022 ciia B6 Y t& quy dinh viéc dang ky huu hanh thube, nguyén liéu lam
thubc,

Cuc Quan 1y Duge thong bao:

1. Cong bd danh muyc ndi dung thay d6i nho chi yéu cau théng béo theo quy
dinh tai Khoan 2 Piéu 38 Thong tu s6 08/2022/TT-BYT (Pot 1) tai Phu luc dinh
kém cong van nay.

2. Danh muc ndi dung thay d6i nho chi yéu cau théng béo dugc dang tai trén
Trang thong tin dién tir cia Cuc Quan ly Duoc tai dia chi: https://dav.gov.vn.

3. Déi véi cae thudc, nguyén liu 1am thudc trong danh muc da thyc hién
thay ddi, bd sung trong qua trinh luu hanh hodc c6 dinh chinh théng tin lién quan
dén gidy ding ky luu hanh thude, nguyén liéu lam thudc, doanh nghiép xuét trinh
vin ban di duoc phé duyét hodc xéc nhan cia Bo Y t& (Cuc Quan ly Dugc) véi
cic co quan, don vi lién quan dé thuc hién theo quy dinh phép luat.

4. Co s& duge thuc hién va chiu hoan toan trach nhiém dbi véindi dung thay
d3i nho chi yéu ciu théng béo ké tir ngay tiép nhan ghi trén phiu tiép nhan ho so.
Co s¢ dang ky thudc, co sé san xudt chiu trach nhiém trirde phap ludt v& tinh chinh
x4c, trung thyc cta théng tin thay dbi b sung chi yéu ciu thong bao, thuc hién
luu trit hd so, tai liéu dé co quan c6 thAm quyén hau kiém theo quy dinh tai Khoan
2 Pidu 38 Théng tir sb 08/2022/TT-BYT.

Trong qué trinh thuc hién néu c6 khé khin vuéng mic, @& nghi théng bao
v& Cuc Quan Iy Dugc dé kip thoi giai quyét.




Cuc Quan ly-Duge théng bao dé céc co s& biét va thuc hién diing cac quy
dinh hién hanh./.

‘N;:;lnhﬁn‘ ‘,h TL CUC TRUONG

- Nhur trén;

TTr. D3 XufnTiyén ( b o TRUGNG PHONG PANG KY
- Cuc trudng (déble): > THUOC

-PCT Nguyen Thanh Lam (de b/c);
-S&'Y técac tinh; 1hz‘mh pho trirc thuge Trung uong;
- Cuc Quén Y - Bo Quéc phong, Cuc Y té - B6 Cong an;
CucY té GTVT- . B Giao théng van tai.
- Tng Cuc Ha1 quan - B Tai chinh;
-Bao hleIIf' Xa hdi Viét Nam;

~BoY té “Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
Bo. = =
- Viéri KN thubc TU, Vién KN thube TP. HCM; Nguyén Vin Loi
- 'Dong Cong ty Duoc VN-CTCP; Céc Cong ty XNK duge

_ phém;

*_ Céc Bénh vién & Vién c6 givdong bénh true thube BYT;

- C4c phong Cuc QLD: QLGT, QLKDD, QLCLT, PCTTra,

VP Cuc; Website Cuc QLD.

- Luu: VT, PKT.
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DANH MUC NQI DUNG THAY

(Ban hanh kém theo Cong van af5 5 Q.

PHY LUC

DOINHO CHI YEU CAU THONG BAO THEO QUY BIN

D-DK ngdj04 /05 /2023 ctia Cyc Quan 1y Dugc)

H TAI KHOAN 2 BIEU 38 THONG TU' SO 08/2022/TT-BYT

STT | Ténthute | S6 Ding ky Cu s diing ky Nhnsan xudt - -] Matiep | Ngay tiép | Ngi dung Thing tin dit duygt Thong tin cip nhit thay d6i
5> | nhinhdso nhfn xin thay
e a6i bd
R sung/Mi
phin loai
thay déi/bd
; sung
y iy
1 4-Epeedo-50 |VN3-287-20 Céng ty TNHH Naprod Life Sciences |384/TDNN  (8/3/2023 MiV-N3 | Tén co so san xult duoge chdt da duygt: "Ten co sU san xuat dyge chdt xin thay doi:
Relliv Pharma Pyt Lid. RPG Life Sciences Limited Intas Pharmaceuticals Ltd,
2 4-Epecdo-30 |VN3-287-20 Cong ty TNHH Naprod Life Sciences [384/TDNN  |8/3/2023 MiV-NG6 Tiéu chudn chat lwgng di duy§t: “Tigu chun chat luong xin thay doi:
\" Relliv Pharma Pvt. Ltd, 1. Duge chét: 1, Duge chit:
Sk Epirubicin hydrochloride BP 2016 Epirubicin hydrochloride BP 2023
N 2. T duge: 2, T dugo:
¥ Lactose monohyrate: BP 2016 Lactose monohyrate: BP 2023
Methylparaben: BP 2016 Methylparaben: BP 2023
Hydrochloric acid: BP 2016 Hydrochloric acid: BP 2023
Sodium hydroxide: BP 2016 Sodium hydroxide: BP 2023
Water for injection: BP 2016 Water for injection: BP 2023

3 5- VN-17422-13 Novartis (Singapore) |Ebewe Pharma 677/TDNN  |12/04/2023  [MiV-N8 Tén co s san xudt da duyét: Tén co sty san xudt xin thay doi:
Flourouracil Pte Ltd Ges.m.b.H Nfg.KG Ebewe Pharma Ges.m.b.H Nfg. KG Fareva Unterach GmbI1
"Ebewe"

4 5« VN-17422-13 Novartis (Singapore) |Ebewe Pharma 3205/TPNN [30/12/2022 [MiV-NI1 Dija chi co so dang ky dd duygt: Dija chi co s dang ky xin thay doi:
Fluorourucil Pte Ltd Ges.m.b.H.Nfg.KG 10 Collyer Quay, # 10-01, Occan Financial Centre 20, Pasir Panjang Road, #10-25/28, Mapletree Business
"Ebewce" Singapore (049315), Singapore City, Singapore 117439, Singapore

5 AB VN-15842-12  |Cong ty TNHH Duge [Probiotec Pharma I185/TDNN 307122022 |MiV-NG  |Tiéu chufin ohéit legng duge chit da duygt: Tidu chuan chat legng duye chét xin thay doi:
Ausbinbone pham Thing Loi Pty., Ltd. Glucosamine sulfate potassium chloride: USP 35 Glucosamine sulfate potassium chloride: USP 2022

Shark chondroitin sulfate: USP 35 Shark chondroitin sulfate: USP 2022
Manganese gluconate: USP 35 Manganese gluconate: USP 2022

6 ACC 200 VYN-19978-16 Novartis (Singapore) |Lindopharm GmbH | 2906/TDNN 15/12/2022  |MiV-N1 Dija chi co s&r ding ky da duyét: Pia chi cu s¢ déng ky xin thay dbi:

Pte Lud 10 Collyer Quay, # 10-01, Ocean Financial Centre 20, Pasir Panjang Road, #10-25/28, Mapletree Business
Singapore (049315), Singapore City, Singapore 117439, Singapore

7 Acido VN-22117-19 Cong ty TNHH hoa  |Co sd san Xuat: 674/TDNN  [10/4/2023  |[MiV-N10  |Tén co s¢ xudt xuémg 16 da duyét: Tén co 50 xuat xuong 16 xin thay doi:
Zoledionico chéit dugc phim Alfasigma Biomendi, S.A Altan Pharmaceuticals S.A.

G.ES Chiu Ngoc S.p.A - Dja chi: Via
4mg/Sml Enrico Fermi, 1,

Alanno 65020, Italy

Co s¢ chiju trach

nhigm xuiit xudmg 16:

Biomendi, S.A- Dia

chi: Poligono

Industrial /n 01118

Bernedo (Aslava),

Spain
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STT | Ténthube | So Diingky Co 56 ding ky Nha siin xudt Ma ti€p | Ngay tiep | Ngi dung Thong tin di duy§t “Théng tin cfip nhit thay doi
nhfin hd s nhin xin thay
ddi b
sung/Mi
phiin loai
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A\ sung
291 Omez VN-21275-18  |Dr. Reddy’s Dr. Reddy's 2287/TDNN |30/92019  |MiY-N9 Dia chi co s¢ san xuat thude thanh phim da duyét: Dia chi co sor san xuat thude thanh pham xin thay doi:
Laboratories Ltd. Laboratories Ltd. Survey No. 42, 45 & 46, Bachupally Village, Formulations Technical Operations-Unit=II, Survey No.
Qutubullapur mandal, Ranga Reddy District, 42, 45 & 46, Bachupally Village, Bachupally Mandal,
; Telelangana. Medchal Malkajgiri District, Telangana State, India -
re- 500090
292  |Onbrez 840110015523  |NovartisiPharma Novartis 370/TDNN _|06/03/2023 |MiV-N8  |Tén co s¢ san xudt dd duydt: Tén oo sir san xuat xin thay doi:
Breezhalcr Services AG Farmacéutica, SA Novartis Farmacéutica, SA Siegfried Barbera, S.L. <
293 |Otrivin VN-22914-21 - [Céng ty TNHH GSK Consumer S0VTDNN  |2473/2023  |MGV-N9 | Tén co so san xuat thube thanh pham da duygt: Tén co s san xuat thudc thauh pham xin thay ddi:
‘,‘; | GlaxoSmithKline Healthcare S.A GSK Consumer Healthcare S.A GSK Consumer Healthcare SARL
A5 |hing tiéu ding va
cham séc sirc khoe
o Viét Nam
204 |Oxacilline  |VN-22319-19  |Céngty ¢d phén Panpharma 387/TDNN _|08/03/2023 |MiV-N6 | Tiéu chuan chat lugng dugc chit da duyét: Tiéu chuan chat lugng duge chit xin thay ddi:
Panpliarina duye phim Vipharco EP9.0 EP 10,0
295 Oxaliplatin | VN2-635-17 Novarlis (Singapore) |Ebewe Pharma 3205/TDNN [30/12/2022  [MiV-N1 Dia chi co s¢ ding ky da duyét: Dia chi cor s dang ky xin thay doi:
"Ebewe" Pte Ltd Ges.an.b.H Nig.KG 10 Collyer Quay, # 10-01, Ocean Financial Centre 20, Pasir Panjang Road, #10-25/28, Mapletree Business
100my/20ml Singapore (049315), Singapore City, Singapore 117439, Singapore
296, |Oxaliplatin VN2-035-17 Novartis (Singapore) ‘|Ebewe Pharma 475/TDNN. |15/03/2023" |MiV-N8 Tén co so san xudt da duyét: ) Tén co st san xudt xin thay doi:
"Ebewe" 900114035623 |Pte Ltd Ges,m.b.H Nfg.KG Ebewe, Pharma Ges.m.b.H Nfg. KG’ Fareva Unterach GmbH
100mg/20ml
297 Oxaliplatin - |VN2-636-17 Novartis (Singapore) |Ebewe Pharma 3205/TPNN [30/12/2022 |MiV-NI Dia chi cu s¢ dang ky da duyét: Dia chi co s&r dang ky xin thay ddi:
"Ebewe" Pte Ltd Ges.m.b.H Nfg.KG 10 Collyer Quay, # 10-01, Ocean Financial Centre 20, Pasir Panjang Road, #10-25/28, Mapletree Business
150m/30ml Singapore (049315), Singapore City, Singapore 117439, Singapore
298 Oxaliplatin | VN2-637-17 Novartis (Singapore) |Ebewe Pharma 3205/TENN |30/12/2022 |MiV-Nl Dija chi co s dang ky da duyét: Pja chi co s¢ ding ky xin thay dbi:
"Ebewe" Pte Ltd Ges.m.b.H Nfg.KG 10 Collyer Quay, # 10-01, Ocean Financial Centre 20, Pasir Panjang Road, #10-25/28, Mapletree Business
50mp/10ml Singapore (049315), Singapore City, Singapore 117439, Singapore
299 Paclitaxc] VN-20192-16 Novartis (Singapore) |Ebewe Pharma 2840/TDNN [15/12/2022 |MiV-N1 Dia chi co s¢ diing ky da duyél: Dia chi co s¢ diing ky xin thay doi:
"Ebewe" Pte Ltd Ges.m.b.H Nfg.KG 10 Collyer Quay, # 10-01, Ocean Financial Centre 20, Pasir Panjang Road, #10-25/28, Mapletree Business
Singapore (049315), Singapore City, Singapore 117439, Singapore
300 Paclitaxcl VN-20581-17 Novartis (Singapore) [Ebewe Pharma 2840/TDNN [15/12/2022  |MiV-N1 Bia chi co s¢ dang ky di duyét: Dja chi cu s dang ky xin thay doi:
"Ebewe" Pte Ltd Ges.m.b.H Nfg. KG 10 Collyer Quay, # 10-01, Ocean Financial Centre 20, Pasir Panjang Road, #10-25/28, Maplelree Business
Singapore (049315), Singapore City, Singapore 117439, Singapore
301 Paclitaxcl VN-20192-16 Novartis (Singapore) |Ebewe Pharma GBI/TDNN  |12/04/2023 |MiV-N8 Tén co s& san xudt da duyét: "Tén co s& san xuat xin thay doi:
“Ebewe” Pte Ltd Ges.m.b.H Nig KG Ebewe Pharina Ges.m.b.H Nfg. KG Fareva Unterach GmbH
302 [Paclitaxcl:  |VN-20581-17 Novartis (Singapore) [Ebewe Phara 680/TDNN! [12/04/2023 [MiV-N8' | Tén co so sin xudl da duyét: Tén co s¢ sén xuét xin (hay doi:
“Ebewe” Pte Ltd Ges.m.b.1 Nfg. KG Ebewe Pharma Ges.in.b.H Nfg. KG Fareva Unterach GmbI1
303 |Paracctamol |VN-21235-18  |Céngly TNHHm§t |S.M. Farmaceutici T84/TONN _ |16/2/2023  |MiV-N6 | Tiéu chudn chit lweng duoe chat da duyét: Tiéu chvan chal lrgng duge chél thay doi:
Generis thanh vién An Phat  |SRL Paracetamol: EP 8.0 Paracetamol: EP 10.7
Tiéu chuén chit lueng ta duge da duyét: Tigu chuin chét lwgng ta duge thay doi:
Mannitol: EP 8.0 Mannitol: EP 10.0
Hydrochloric acid: EP 8.0 Hydrochloric acid: EP 10.0
Disodium phosphate dihydrate; EP 8.0 Disodium phosphate dihydrate: EP 10.6
Water for injection: EP 8.0 Water for injection: EP 10.0
Sodium hydroxide: EP 8.0 Sodium hydroxide: EP 10.0
Cysteine hydrochloride monohydrate: EP 8.0 Cysteine hydrochloride monohydrate: EP 10.0
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