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ddi nho chi yéu cau thdng béo theo
quy dinh tai khoan 2 Diéu 38 Thong tu
$6 08/2022/TT-BYT
(bot 12)

Kinh giri: Cac co sé dang ky, co s& san xuat thude luu hanh tai Viét Nam

Thuc hién quy dinh tai Khoan 2 Diéu 38 Thong tu s6 08/2022/TT-BYT ngay
05/9/2022 ctia Bo Y té quy dinh viéc ding ky luu hanh thude, nguyén liéu 1am thude,

Cuc Quan ly Dugc théng bao:

1. Cong bd danh muc ndi dung thay doi nho chi yéu cau thdng béo theo quy dinh
tai Khoan 2 Diéu 38 Thong tu s6 08/2022/TT-BYT (Pot 12) tai Phu luc dinh kém
cOng van nay.

2. Danh muc ndi dung thay d6i nho chi yéu cau théng bao dwoc dang tai trén

Trang thong tin dién tir cia Cuc Quan 1y Duoc tai dia chi: https://dav.gov.vn.

3. Ddi vai cac thude, nguyén liéu 1am thudc trong danh muc da thuc hién thay
d6i, bod sung trong qua trinh luu hanh hodc c6 dinh chinh thong tin lién quan dén giy
dang ky Iuu hanh thudc, nguyén liéu lam thudc, doanh nghiép xuat trinh vin ban da
dugc phé duyét hodc xac nhan cua Bo Y té (Cuc Quan Iy Duoc) véi cac co quan, don
vi lién quan dé thuc hién theo quy dinh phép luat.

4. Co s& duogc thuc hién va chiu hoan toan trach nhiém ddi véi noi dung thay doi
nho chi yéu cau thong bao ké tir ngay tiép nhan ghi trén phiéu tiép nhan hd so. Co so
dang Ky thudc, co sé san xuat chiu trach nhiém trudc phap luat vé tinh chinh xéc, trung
thuc cua thong tin thay dbi bo sung chi yéu cau thdng bao, thuc hién luu trit ho so, tai
liu dé co quan c6 tham quyén hau kiém theo quy dinh tai Khoan 2 Diéu 38 Thong tu
$6 08/2022/TT-BYT,

Trong quéa trinh thyc hién néu c6 kho khian vuéng mic, dé nghi thong béo vé

Cuc Quan 1y Duoc dé kip thoi giai quyét.



Cuc Quan 1y Dugc théng bao dé cac co s biét va thuc hién dung cac quy dinh
hién hanh./.

Noi nhin: ~ TL.CUC TRUONG

- Nhu trén;

- TTr. 6 Xuan Tuyén (dé b/c);
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Phu luc

DANH MUC NQI DUNG THAY POI NHO CHI YEU CAU THONG BAO THEO QUY PINH TAI KHOAN 2 PIEU 38 THONG TU SO 08/2022/TT-BYT
/(01 /2023 cia Cyc Quén Iy Dugrc)

(Kém theo Cong vin sé 73

/QLD-DK ngay()9

A Lo Coa o M tiép nhin hd ok s Ndi dung d& nghi thay dbi bd NI Ao PR z
STT Tén thuoc So ding ky Co sé dang ky Co sé san xuat s Ngay tiep nhan sung/ Ma phin loai Théng tin da dwgc phé duyét Théng tin cap nhit thay doi
1. Tacrolimus monohydrate: USP 38 1. Tacrolimus monohydrate: USP 43
Thay déi tiéu chudn chét lwong 2. Sép ong tréng: DDVN IV 2. Sép ong tring: DDVN V
1 |Trolimax VD-27349-17 C0}1g ty co phan Tap C0}1g ty co phan Tap 3381 22/06/2021 duf_{c ch’at, tfi dLrch khi cap Hhat 3£ Hard paraffin: IP 4th (Duogc dién quoc 3£ Hard paraffin: IP 9th (Duogc dién quoc
doan Merap doan Merap phién ban ctia cung duoc dién te) te)
(MiV-N6) 4. Medium chain triglyceride: USP 38 4. Medium chain triglyceride: USP 43
5. Vaselin: DDVN IV 5. Vaselin: DDVN V
Thay déi tiéu chuén cht luong
2 |Buvaltan 40 VD-30261-18 Congty co phan Duge | Cong ty ¢o phan Duge 6122 08/10/2020  |duoc chat Valsartan khi cdp nht g, 3¢ USP 42
pham 3/2 pham 3/2 phién ban cua cung dugc dién
(MiV-N6)
I Afcorvastatm (dudi dang Atorvastatin 1. Atorvastatin (dudi dang Atorvastatin
calci): USP 33 Ici): USP 43
2. Calcium carbonate: USP 30 -NF25 |54 €V °
. . 2. Calcium carbonate: USP 43 - NF 38
Thay déi tiéu chudn chét lwong 3. Microcrystalline cellulose PH-102: 3. Microcrystalline cellulose PH-102: USP
Céng ty TNHH Duge  |Céng ty TNHH Duge dmz At e ﬁh; USP 30 - NF 25 GONE 3;y :
3 |Shintovas VD-19680-13 pham Shinpoong pham Shinpoong 196 13/01/2021 NN P 2 4. Lactose monohydrate: USP 30 - NF 25 )
phién ban ctia cung duoc dién 4. Lactose monohydrate: USP 43 - NF 38
Daewoo Daewoo . 5. Polysorbate 80: USP 30 - NF 25
(MiV-N6) 6. Croscarmellose sodium: USP 30 - NF 5. Polysorbate 80: USP 43 - NF 38
2'5 ) 6. Croscarmellose sodium: USP 43 - NF 38
7. Magnesium stearate: USP 30 - NF 25 ; Il;/[aggesmﬁ_s;(e;irglsel; 235 I_);?: ;I;F 38
8. Povidone K-30: USP 30 - NF 25 -rovidone B2
1. Glimepirid: JP 16 1. Glimepirid: JP 17
2. Flowlac 100: USP 32 - NF 27 2. Flowlac 100: USP 41 - NF 36
3. Microcrystalline cellulose PH-102: 3. Microcrystalline cellulose PH-102: USP
. . Thay di tidu chuan chét lugng ~ |USP 32 - NF 27 41 - NF 36
4 |sp Glimeniride VD21760-14 Cli’;i ‘SythnN?; Duoe Cli’;ri ‘SythnN?; Duoe 2778 26052020 |0 chit, t duge va thinh phim |4, Povidone K-30: USP 32 - NF 27 4. Povidone K-30: USP 41 - NF 36
P I];)aewoo poong I];)aewoo poong khi cép nhat phién ban cua cing  [5. Sodium starch glycolate: USP 32 - NF (5. Sodium starch glycolate: USP 41 - NF
dugc dién (MiV-N6) 27 36
6. Sodium lauryl sulfate: USP 32 - NF 27 |6. Sodium lauryl sulfate: USP 41 - NF 36
7. Magnesium stearate: USP 32 - NF 27  |7. Magnesium stearate: USP 41 - NF 36
8. Thanh phim SP Glimepiride: JP 16 [8. Thanh phim SP Glimepiride: JP 17
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A A A = , - - , 2. P A by K A A . -~ A A A . ’ A s
STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
1. Prednison: USP 39 1. Prednison: USP 43
Thay déi ticu chuin chét lwong § E;rél:ol;g‘t ;i())\;]l;/lz;l\?e starch): BP 2013 § E:::lliol;(;F ;i())\glltlfli;ze starch): BP 2020
5 |Prednison VD-26243-17 Cli’?g g co ph;f‘ E”“"C Cli’?g g co Iih;f‘ Ewc 876 26/02/2021 dﬁ.‘-’f Cbh,al vata fi"‘;’; ll:'“ ?E mhat 1 VP K30 (Povidon): DBVN IV 4. PVP K30 (Povidon): DBVN V
pliam Luang bin pham Luang bin fMle\r; I\?él cua ctng duge dien 5. Magnesi stearat: BP 2013 5. Magnesi stearat: BP 2020
iV-N6) 6. Talc: DBVN IV 6. Talc: DDVN V
7. Ethanol 96%: DDVN IV 7. Ethanol 96%: DDVN V
Cong ty Cb phin Cong ty Cb phin Thay d(f)i tiéu chudn nguyén liéu
¢ |BupivacainKabi \ypy 55051 19 Fresenius Kabi Viét  |Fresenius Kabi Viét 25 16/01/2020 [P cat pha tiém khi cdp nhat -, 4 USP 42
20mg/4ml Nam Nam phién ban cua cung dugc dién
(MiV-N6)
Cong ty Cb phin Cong ty Cb phin Thay d(f)i tiéu ?huén pguyén liéu
7 |Calci glubionat Kabi [VD-29312-18 Fresenius Kabi Viét  |Fresenius Kabi Viét 25 16/01/2000 |0 catpha tiém khi cdp nhat ;¢ 15 USP 42
N N phién ban ctia cung duoc dién
am am (MiV-N6)
Cong ty Cb phin Cong ty Cb phin Thay d(f)i tiéu chudn nguyén liéu
8 |Cimetidin Kabi 300 [VD-19565-13 Fresenius Kabi Viét  |Fresenius Kabi Viét 25 16/01/2020 [P cat pha tiém khi cp nhat -, 4 USP 42
Nam Nam phién ban cua cung dugc dién
(MiV-N6)
.. . Cong ty C6 phan Cong ty C6 phan Thay déi tiéu ?huém pguyén licu
g |GentamicinKabi 1yr) ) 590,15 Fresenius Kabi Vgt |Fresenius Kabi Viét 25 16/01/2020  |Puoc cat pha tiém khi cip nhat o 4 USP 42
40mg/ml N N phién ban ctia cung duoc dién
am am (MiV-N6)
. . Cong ty C6 phin Cong ty C6 phin Thay d(,;)i tiéu (;hu:‘m rllguyén liéu
o |Gentamicin Kabi 1y 50044.14 Fresenius Kabi Viét  |Fresenius Kabi Viét 25 16/01/2020  [Mwoc cat pha tiém khi cdp nhat -, 4 USP 42
80mg/2ml Nam Nam phién ban cia cung dugc dién
(MiV-N6)
Cong ty Cb phin Cong ty Cb phin Thay d(f)i tiéu ?huén pguyén liéu
11 |Glucose 10% VD-25876-16 Fresenius Kabi Vidt  |Fresenius Kabi Viét 25 16/01/2020  |"uc cat pha tiém khi cp nhdt 1, 5 USP 42
Nam Nam phién ban ctia cung duoc dién
(MiV-N6)
Cong ty Cb phin Cong ty Cb phin Thay d(f)i tiéu chudn nguyén liéu
12 |Glucose 20% VD-29314-18 Fresenius Kabi Viét  |Fresenius Kabi Viét 25 16/01/2020 [P cat pha tiém khi cap nhat 1, 5o USP 42
Nam Nam phién ban cua cung dugc dién
(MiV-N6)
Cong ty C6 phan Cong ty C6 phan Thay déi tiéu ?huém pguyén licu
13 |Glucose 30% VD-23167-15 Fresenius Kabi Viét  |Fresenius Kabi Viét 25 16/01/2020 |0 cat pha tiém khi cp nhat 1, qp USP 42

Nam

Nam

phién ban ciia cung dugc dién
(MiV-N6)
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ey sl v
14 |Glucose 5% VD-28252-17 Fresenius Kabi Viét Fresenius Kabi Viét 25 16/01/2020 a1 p N “b Y USP 35 USP 42
Nam Nam phién ban cua cung dugc dién
(MiV-N6)
ey d o duko gt o
15 |Glucose Kabi 30% [VD-29315-18 Fresenius Kabi Viét Fresenius Kabi Viét 25 16/01/2020 A 1 p . P o USP 38 USP 42
N N phién ban ctia cung duoc dién
am am (MiV-N6)
R FURY R FURY Thay déi tiéu chuén nguyén lidu
. . . Céng ty Co phan Céng ty Co phan ok s A o
16 [Kali ClordKabl 1y 1956613 [Fresenius Kabi Vigt  |Fresenius Kabi Viét 25 16/01/2020 [P0 catpha tiémkhicdp nhat - Jyqp 4 USP 42
10% Nam Nam phién ban cua cung duoc dién
(MiV-N6)
Cong ty C6 phan Cong ty C6 phan Tllllzy d?tl “;u :{lua;hr.lg‘{yen}:fu
17 |Levofloxacin Kabi  [VD-29316-18 Fresenius Kabi Viét  |Fresenius Kabi Viét 25 16/01/2020  [WO¢ ¢t pha tiem K cap nhdl USP 38 USP 42
Nam Nam phién ban cua cung dugc dién
(MiV-N6)
Cong ty C6 phan Cong ty C6 phan Tllllzy d?tl “}?u :{lua;hr.lg‘{yenhlfu
18 |Lidocain Kabi2% [VD-31301-18 Fresenius Kabi Viét  |Fresenius Kabi Viét 25 16/01/2020  [WO¢ ¢t pha tiem K cap nhdl USP 38 USP 42
Nam Nam phién ban cua cung dugc dién
(MiV-N6)
Cong ty b phén Cong ty b phén Thay d(f)i tiéu chuén nguyén li¢u
1o [Magnesi sulfate VD-19567-13 Fresenius Kabi Viét  |Fresenius Kabi Viét 25 16/01/2000  |"6c cat pha tiém khi cdp nhat ;¢ g USP 42
Kabi 15% Nam Nam phién ban cua cung dugc dién
(MiV-N6)
Cong ty C6 phan Cong ty C6 phan Tllllzy d?tl “;u :{lua;hr.lgl{yen}:fu
20 [Metronidazol Kabi |VD-26377-17 Fresenius Kabi Viét  |Fresenius Kabi Viét 25 16/01/2020  [WO¢ cat pha iem K cap nhdl USP 38 USP 42
Nam Nam phién ban cua cung dugc dién
(MiV-N6)
Metocl id Kabi Céng ty C6 phan Cong ty C6 phan Tllllzy d?tl “;u :{lua;hr.lg‘{yenhlfu
21 [etoctopramid Rabl |y H9595.17 Fresenius Kabi Viét  |Fresenius Kabi Viét 25 16/01/2020  ["WO° cat pha tiem K cap nhdl USP 35 USP 42
10mg Nam Nam phién ban cua cung dugc dién
(MiV-N6)
Cong ty Cé phén Céng ty Cb phén Thay d(f)i tiéu chudn nguyén liéu
. . : ria : ria nudc cat pha tiém khi cap nhat
22 [Natri clorid 0,9% VD-24405-16 Fresenius Kabi Viét Fresenius Kabi Viét 25 16/01/2020 S 2 USP 35 USP 42
Nam Nam phién ban cua cung dugc dién
(MiV-N6)
Cong ty C6 phan Cong ty C6 phan Tllllzy d?tl “;u :{lua;hr.lgl{yen}:fu
23 |Nuéc cét pha tiem  [VD-29962-18 Fresenius Kabi Viét ~ |Fresenius Kabi Viét 25 16/01/2020  |"OC catpha iem Kt cdp nad USP 38 USP 42

Nam

Nam

phién ban ciia cing dugc dién
(MiV-N6)
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A A A = I 2 = 3 2 2 A 5 A A A . ~ Py A Y . A A Re
STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
Paracetamol Kabi Cong ty C6 phan Cong ty C6 phan r]l-L}rlzz ‘cigll tllf: l?grllllal?hrilil;yerrllhl;u
24 VD-19568-13 Fresenius Kabi Viét Fresenius Kabi Viét 25 16/01/2020 a1 P . P 2 USP 40 USP 42
1000 Nam Nam phién ban ctia cung duoc dién
(MiV-N6)
i i e
25 [Piracetam Kabi VD-20016-13 Fresenius Kabi Viét Fresenius Kabi Viét 25 16/01/2020 a1 P . P 2 USP 40 USP 42
Nam Nam phién ban ctia cung duoc dién
(MiV-N6)
Ty s s st
26 VD-19569-13 Fresenius Kabi Viét Fresenius Kabi Viét 25 16/01/2020 a1, P . P 2 USP 40 USP 42
0,5mg/1ml Nam Nam phién ban ctia cung duoc dién
(MiV-N6)
R FRRY R FURY Thay déi tiéu chuén nguyén lidu
L . Céng ty Co phan Céng ty Co phan ok o A .
g7 [Vitamin BORabi |ym 540616 Fresenius Kabi Vgt |Fresenius Kabi Viét 25 16/01/2020  |PuOc cat pha tiém khi cp nhat | yqy 55 USP 42
100mg/1ml Nam Nam phién ban ctia cung duoc dién
(MiV-N6)
R FURY R FURY Thay ddi tiéu chuan nguyén ligu
A . Céng ty Co phan Céng ty Co phan ok o A I
gg |Vitamin BIZKabi |y 50004 14 Fresenius Kabi Vigt  |Fresenius Kabi Viét 25 16/01/2020  |PuOc cat pha tiém khicpnhat ;o 5 USP 42
1000meg Nam Nam phién ban ctia cung duoc dién
(MiV-N6)
Ty s s s
29 VD-32121-19 Fresenius Kabi Viét Fresenius Kabi Viét 25 16/01/2020 n P . P 2 USP 40 USP 42
500mg/5ml Nam Nam phién ban ctia cung duoc dién
(MiV-N6)
Thay ddi tiéu chuén cht luong ta
Cong ty C6 phan Cong ty C6 phan dugc Natri citrat (tri-Sodium
30 |Dexamethason Kabi [VD-29313-18 Fresenius Kabi Viét Fresenius Kabi Viét 293 10/02/2020 Citrate 2-hydrate) khi cép nhat USP 32 USP 42
Nam Nam phién ban ciia cung dugc dién
(MiV-N6)
Thay déi tiéu chuén chét lugng ta
Piracetam Kabi Cong ty C6 phin Cong ty C6 phin dugc Natri citrat (tri-Sodium
31 lo/5ml VD-25362-16 Fresenius Kabi Viét Fresenius Kabi Viét 293 10/02/2020 Citrate 2-hydrate) khi cép nhat USP 32 USP 42
& Nam Nam phién ban ciia cing dugc dién
(MiV-N6)
Thay déi tiéu chuén cht luong ta
Cong ty C6 phan Cong ty C6 phan dugc Natri citrat (tri-Sodium
32 [Piracetam Kabi VD-20016-13 Fresenius Kabi Viét Fresenius Kabi Viét 293 10/02/2020 Citrate 2-hydrate) khi cép nhat USP 40 USP 42

Nam

Nam

phién ban ciia cung dugc dién
(MiV-N6)
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Atropin sulfat kabi Céng ty C6 phan Céng ty C6 phan Dugc - Thay ddi cach ghi tén, dia chi co  |Henan Purui Pharmaceutical Henan Purui Pharmaceutical Co., Ltd.
33 0 lr ;pm SUlatXadl lyp21952-14 Fresenius Kabi Viét Trang thiét bj y té 3682 11/09/2019 50 san xuat dugc chét Atropin Dia chi: Yezhuanggqiao, xihua town. Dia chi: Yezhuang Bridge, Xihua County,
e Nam Binh Dinh (Bidiphar) sulfat (MiV-N3) Henan provice Henan Province, China
Atropin sulfat kabi Céng ty C6 phan Céng ty C6 phan Dugc - zll;zy dl(;itn? ;Egant;k\lathluﬁ? e 1. Nudc cat pha tiém: DDVN IV 1. Nudc cit pha tiém: DDVN V
34 | ;;pm SUllatXabl lyp 2195214 Fresenius Kabi Viét Trang thiét bi y té 3682 111092019 | 552 :h,élaphi érf,bé:r;ﬁfcsilng 2. Atropin sulfat: USP 35 2. Atropin sulfat: USP 41
1% . . i a a N A N FS
Nam Binh Dinh (Bidiphar) duge dién (MiV-N6) 3. Thanh pham: DDVN IV 3. Thanh pham: DBDVN V
Cong ty Cb phin Cong ty Cb phin Thay déi tiéu chuén cht luong ta
35 |Dexamethason Kabi |VD-29313-18 Fresenius Kabi Viét  |Fresenius Kabi Viét 925 10/03/2000 | duoe Natri Metabisulfit (Sodium 1, BP 2019
Nam Nam Metabisulfite) khi cap nhét phién
ban cua cung dugc dién (MiV-N6)
A PR A PR Thay dbi tiéu chudn chét lugng ta
L. . Cong ty Co phan Cong ty Co phan . . -
36 |Gentamicin Kabi | 55044 14 Fresenius Kabi Viét  |Fresenius Kabi Viét 925 10/03/2000 | duoe Natri Metabisulfit (Sodium 1,5 BP 2019
80mg/2ml Nam Nam Metabisulfite) khi cap nhét phién
ban ctia cung dugc dién (MiV-N6)
A 213 A FRpY Thay dbi tiéu chudn chét lugng ta
L. . Cong ty Co phan Cong ty Co phan . . -
37 |GentamicinKabi 1) )7596.15 Fresenius Kabi Viét  |Fresenius Kabi Viét 925 10/03/2020 | duoe Natri Metabisulfit (Sodium 1, o BP 2019
40mg/ml Nam Nam Metabisulfite) khi cap nhét phién
ban cta cung dugc dién (MiV-N6)
Cong ty Cb phén Cong ty Cb phén Thay d(f)i tiéu chudn nguyén liéu
38 |Dexamethason Kabi |VD-29313-18 Fresenius Kabi Viét  |Fresenius Kabi Viét 73 16/01/2000 |0 cat pha tiém khi cdp nhat 0 USP 42
Nam Nam phién ban cua cung dugc dién
(MiV-N6)
Congty b phén Congty cé phén Thay d(f)i tiéu chuin nguyén li¢u
39 |Piracetam Kabi VD-25362-16 Fresenius Kabi Viét  |Fresenius Kabi Viét 73 16/01/2020  |"uc catpha tiém khi cp nhdt g, USP 42
1g/5ml Nam Nam phién ban cua cung dugc dién
(MiV-N6)
Cong ty Cb phin Cong ty Cb phin Thay d(f)i tiéu chudn nguyén liéu
40 |Aminoacid Kabi 5% [VD-25361-16 Fresenius Kabi Viét  |Fresenius Kabi Viét 73 16/01/2000 |6 cat pha tiém khi cdp nhat 0 USP 42
Nam Nam phién ban cua cung dugc dién
(MiV-N6)
N . S A 1. Pia chi co s¢ dang ky thude:
PO .. . A 1. bia chi co so dang ky thudc: N N . A x
Cong ty c6 phin duge  |Cong ty c¢b phan dugc ;;Sij lfOltljzgtcl Zgl\};lllfflfil\lclh)l \(I:;]csafych 367 Nguyén Trai, Q.1, TP. H5 Chi Minh ?l'f;ﬁggylen";{)m;i ;Iéi?néiif}?l}’en Cu
41 |Neocin VD-12812-10 phim dugc liéu phim dugc liéu 2043 28/04/2022 hi giaychi o s& sin xuAt thube 2. Dia chi co s¢ san xuét thude: ) Di:; cﬁi ;0 5(:y sn xudt thude:
Pharmedic Pharmedic s & 1/67 Nguyén Van Qu4, Q.12, TP. H) Chi [T~ |

(MiV-N9)

Minh

1/67 Nguyén Vin Qua, phuong Dong
Hung Thuan, Q.12, TP. H$ Chi Minh
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. . . Sk 1. Dia chi co s¢ dang ky thudc:
Y e . 1. Dia chi co s¢ ding ky thudc: R P : N
Cong ty ¢b phin duge  |Cong ty cb phin duge dTéh;y lfo'tzzzl; ﬁ\ljl‘if]"“l\]cf‘)‘ VCSCS:Ch 367 Nguyén Trai, Q.1, TP. Hb Chi Minh ;?;E%yfngaﬁ é) gﬁ'ﬁfjﬁ"‘ye“ Cu
42 |Allopurinol VD-15136-11 pham duoc ligu pham dugc ligu 2043 28/04/2022 ne Ky thuoe (Vi V=111) va ¢@ 2. Pia chi co s¢ san xudt thude: T
Pharmedic Pharmedic ghi dia chi co s¢ san xuat thudc 1/67 Nguyén Van Qud, Q.12, TP. Hb Chi 2. bia chi co s¢ san xuat thuoc:
(MiV-N9) Minh uy » (05 T 1/67 Nguyén Vin Qu4, phuong Dong
Hung Thudn, Q.12, TP. H3 Chi Minh
. , . Sk 1. Bia chi co so ding ky thube:
PO .. . A 1. bia chi co so dang ky thudc: N N . A %
Cong ty ¢b phin duge  |Cong ty cb phin duge ;:::y so'ﬂjzzt fﬁﬁ}iﬁ‘)‘ VC;’CS:Ch 367 Nguyén Trai, Q.1, TP. Hb Chi Minh if;?ggylenémﬁ ; g‘ﬁ?“j::flyen Cu
43 |Otifar VD-15744-11 phim dugc liéu phim dugc liéu 2043 28/04/2022 ne . .. H - 2. Dia chi co s6 san xudt thude: T B £
Pharmedic Pharmedic ghi dia chi co s6 san xuat thuoc 1/67 Nguyén Van Qud, Q.12, TP. Hb Chi 2. bia chi co so san xuat thuoc:
(MiV-N9) Midh guy S 1/67 Nguyn Van Qud, phuéng Dong
m Hung Thuan, Q.12, TP. Hd Chi Minh
. , . , ,r 1. bia chi co s¢ dang ky thudc:
2. L ) \ 1. Dia chi co s¢ dang ky thuoc: i = - N x
Cong ty ¢b phan duge  |Cong ty ¢b phan dugc ;-éllr?y ;3 01;321; ?I\ljlllg/li\? lh)l \f;cs':ch 367 Nguyén Trii, Q.1, TP. Hb Chi Minh ;?;Eggy;nﬂ;)ra;i é) }Clz?lﬁiljsmyen Cu
44 |Albefar VD-16014-11 phim duoc liéu phim dugc liéu 2043 28/04/2022 ne kv i .4 2. Dia chi co s6 san xudt thudc: e
Ph di Ph di ghi dia chi co s¢ san xuat thudc 1/67 Neuyén Vi Qué, Q.12, TP H Chi 2. bia chi co s¢ san xuat thuoc:
armedic armedic (MiV-N9) ik guyen Vanfoud, 02,15 28 HOM /67 Nguyén Van Qué, phuong Déng
Hung Thuan, Q.12, TP. Hd Chi Minh
. , o ax Lk 1. Bia chi co so ding ky thube:
FO .. . A 1. bia chi co so dang ky thudc: N N . A x
Cong ty cb phin duge  |Cong ty c¢b phan dugc ;;Sij lfOltljzgtcl Zgl\};lllfflfil\lclh)l \(I:;]':Z:h 367 Nguyén Trai, Q.1, TP. H5 Chi Minh ?l'f;ﬁggylen";{)m;i ;Iéi?néiif}?l}’en Cu
45 |Gynofar VD-4849-12 phim dugc liéu phim dugc liéu 2043 28/04/2022 ne . .. H - 2. Dia chi co s6 san xudt thude: BT B ;
Pharmedic Pharmedic ghi dia chi co s¢ san xuat thudc 1/67 Nguyén Vin Qud, Q.12, TP. Hb Chi 2. bia chi co s¢ san xuat thuoc:
(MiV-N9) Nidh guy e 1/67 Nguyén Van Qud, phuéng Dong
m Hung Thuan, Q.12, TP. Hd Chi Minh
1. Dia chi co s¢ ding ky thudce: éo?lg ,Ct}l: ;/([y soy Eira}?'g kyTt,huo;:hud 15
1. Thay déi dia chi co s dang ky |6 930 C2, dudng C, KCN Cat Lai, P. Ouin "1‘3 Thzrr‘li phgnﬁé g‘;‘l Mmh“g ’
46 |Nystatin 100.0001U [VD-16497-12 Cong ty c0 phan duge |Congty 6 phan duge 1526 250032022 |MueMIV-ND - o (Thanh My Lo, Q2, TP. HO ChiMinh. ) 'pe i o6 san xudt thude:
pham 3/2 pham 3/2 2. Thay doi cach ghi dia chi co s¢ [2. Dia chi co so san xuat thudc: A N R n
. % < . ; N s S0 930 C2, duong C, Khu cong nghiép
san xuat thuoc (MiV-N9) S6 930 C2, duong C, KCN Cat Lai, P. [ N - .
Thanh M§ Loi, Q.2, TP. Hb Chi Minh Cat Lai - cum II, Phuong Thanh My Loi,
: y oL Q.5 A " |Quén 2, Thanh phd HS Chi Minh.
Thay déi tiéu chudn chét lwong
47 |Vitamin B1 250 mg [VD-33525-19 Congy co phan Duge |Cong ty ¢ phan Duge 4828 12112019 |duge chat Thiamin nitratkhicdp g, ) 5 BP 2019
pham Quang Binh pham Quang Binh nhat phién ban cta cing dugc dién
(MiV-N6)
Thay déi tiéu chudn chét lwong
48 |Ribotacin VD-25046-16 Cong ty TNHH Phil Cong ty TNHH Phil 5213 25/11/2019 dugc chét, thanh phim khi cép 1. Cefuroxim natri: USP 35 1. Cefuroxim natri: USP hi¢n hanh

Inter Pharma

Inter Pharma

nhét phién ban cua cing dugc dién
(MiV-N6)

2. Tiéu chudn thanh phiam: USP 35

2, Tiéu chuén thanh pham: USP hién hanh
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STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
1. Captopril: USP 30 1. Captopril: USP 41
2. Lactose monohydrate: USP 30-NF 25 (2. Lactose monohydrate: USP 41-NF36
. . Thay ddi tiéu chudn chét lugng 3. Flowlac 100: USP 30-NF 25 3. Flowlac 100: USP 41-NF 36
) Céng ty TNHH Dugc  |Cong ty TNHH Duge duoc chit, ta dugc, thube thanh 4. Crospovidone: USP 30-NF 25 4. Crospovidone: USP 41-NF 36
49 |Captoril VD-18524-13 ham Shinpoon ham Shinpoon 4830 12/11/2019 P P
P ; } I])) poong I])) poong phém khi cap nhat phién ban ctia  [5. Microcrystalline cellulose PH-102: 5. Microcrystalline cellulose PH-102:
AeWoo AeWoo cing duge dién (MiV-N6) USP 30-NF 25 USP 41-NF 36
6. Magnesium stearate: USP 30-NF 25  |6. Magnesium stearate: USP 41-NF 36
7. Tiéu chuén thanh phim: USP 30 7. Tiéu chuén thanh phim: USP 41
Cong ty ) phén dugc  |Cong ty ) phén dugc dTESZ Sg é:glgl;z:::;cklﬁti;qiiét
50 |Colflox VD-29730-18 phim dugc ligu phim dugc ligu 7402 09/12/2020 N pA © |USP 35 USP 42
Ph di Ph di phién ban ctia cung duoc dién
armedic armedic (MiV-N6)
Thay déi tiéu chudn chét lwong
. Céng ty TNHH Phil Céng ty TNHH Phil dugc chét, thanh pham khi cap 1. Cefotaxim natri: USP 38 1. Cefotaxim natri: USP hién hanh
31 |Hufotaxime VD-24631-16 Inter Pharma Inter Pharma 3248 16/06/2020 nhat phién ban ciia cing duoc dién (2. Tiéu chudn thanh phim: USP 38 2. Tiéu chuén thanh pham: USP hién hanh
(MiV-N6)
DI ch 0 S g K S0 1 |1 Pia chi co s dang ky: 86 14-15,
R o R o Thay dbi cach ghi dia chi co s& wong A, BEN Bien Hoa 2, IP- B 15 rong 2A, KON Bién Hoa 2, P. An Binh,
Cong ty trach nhiém Cong ty trach nhiém dine k¢ thude (MiV-N1) va cich Hoa, Tinh Dong Nai, Viét Nam Tp. Bién Hoa. Tinh Ddne Nai. Vit Nam
52 [Salonpas VD-22387-15 hitu han dugc phim hitu han dugc phim 3542 29/06/2021 ne Ky o (VI V=) va < 2. Pia chi co s¢ san xuét: S 14-15, p. Bien Hoa, Hni DO AL Vie
. . . . . . ghi dia chi co s¢ san xuat thudc . a1 . 2. bia chi co so san xuat: So 14-15,
Hisamitsu Viét Nam Hisamitsu Viét Nam B Duong 2A, KCN Bién Hoa 2, Tp. Bién . n . .
(MiV-N9) Hoa. Tinh Ddne Nai. Viet N Duong 2A, KCN Bién Hoa 2, P. An Binh,
03, Tinh pong fxat, Vict Ram Tp. Bién Hoa, Tinh Ddng Nai, Viét Nam
gf@f ngcisé’ljg?gnkﬁés;’zl‘;lséién 1. Pia chi co s¢ dang ky: S6 14-15,
R o R o Thay i cach ghi dia chi co s& wong =A, SN Bien 1oa & 1p. Dudng 2A, KCN Bién Hoa 2, P. An Binh,
Cong ty trach nhiém Cong ty trach nhiém ding ky thude (MiV-N1) va cich Hoa, Tinh Pong Nai, Viét Nam Tp. Bitn Hoa. Tinh Déne Nai. Vit Nam
53 |Salonpas gel VD-12687-10 hitu han duge phim  |hitu han duge phim 3542 29/06/2021 ng Ky Thuoe (MIV-NT) Va A pyia chi co 56 san xuét: $6 14-15, p. Bien Hoa, 1IN DORg A, Vie
. . . . . . ghi dia chi co s¢ san xuat thudc . O, . 2. bia chi co s¢ san xuat: S6 14-15,
Hisamitsu Viét Nam Hisamitsu Viét Nam . Duong 2A, KCN Bién Hoa 2, Tp. Bién . o . .
(MiV-N9) Hoa. Tinh Déne Nai. Vit Nam Duong 2A, KCN Bién Hoa 2, P. An Binh,
g & N, Vie Tp. Bién Hoa, Tinh Péng Nai, Viét Nam
gfbﬁ‘fgx‘;{z";?? kg,s"zli'”;gw 1. Dia chi co s¢ dang ky: S6 14-15,
R o R o Thay dbi cach ghi dia chi co s& wong A, BN BIen 1o 2, IP- B 15 rong 2A, KON Bién Hoa 2, P. An Binh,
Cong ty trach nhiém Cong ty trach nhiém dine k¢ thude (MiV-N1) va cich Hoa, Tinh Dong Nai, Viét Nam Tp. Bién Hoa. Tinh Déne Nai. Vit Nam
54 [Salonpas Liniment |VD-28644-17 hitu han duoe pham  [hitu han duge phim 3542 29/06/2021 e 2. Pja chi co s6 san xut: $6 14-15, P- g 5 AL Vie

Hisamitsu Viét Nam

Hisamitsu Viét Nam

ghi dia chi co s¢ san xuét thube
(MiV-N9)

Puong 2A, KCN Bién Hoa 2, Tp. Bién
Hoa, Tinh Pong Nai, Viét Nam

2. Pia chi co s¢ san xuét: S 14-15,
Duong 2A, KCN Bién Hoa 2, P. An Binh,
Tp. Bién Hoa, Tinh Ddng Nai, Viét Nam
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STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
gf@f C;;C(Iy(sco; aBrignkﬁosaozlilsfsién 1. Dia chi co 6 ding kf: S6 14-15,
A . " . , n Thay d6i cach ghi dia chi co s& . g’ ’ 3 s p- Duong 2A, KCN Bién Hoa 2, P. An Binh,
Cong ty trach nhiém Cong ty trach nhiém ding ky thube (MiV-N1) va cich Hoa, Tinh Pong Nai, Viét Nam Tp. Bién Hoa. Tinh Déne Nai. Vist N
55 |Salonsip gel-patch  |VD-28645-17 hiru han duge pham ~ [hitu han duoc phim 3542 29/06/2021 ang Ky tuoe (VIV-RL) VA C4Ch 1) Bia chi co so san xudt: S§ 14-15, p. Bien Hoa, L Dong ~al, Vit Ram
. . . . . . ghi dia chi co s6 san xuat thuoc . N i 2. bia chi co so san xuat: So 14-15,
Hisamitsu Viét Nam Hisamitsu Viét Nam B Duong 2A, KCN Bién Hoa 2, Tp. Bién . n . .
(MiV-N9) Hoa. Tinh Déne Nai. Vit Nam Puong 2A, KCN Bién Hoa 2, P. An Binh,
? & N, Vie Tp. Bién Hoa, Tinh Ddng Nai, Viét Nam
gfﬁﬁ‘fgy‘;(sc";g’ignkﬁéi"zl?Séién 1. Pia chi co s¢ dang ky: S6 14-15,
) o ) o Thay di cach ghi dja chi co s& HOng <A, SLAN Bien 10d 2, 1p. Dudng 2A, KCN Bién Hoa 2, P. An Binh,
Salonpas pain relief Congty trdch nhiém |Cong ty trdch nhiém ding k§ thude (MiV-N1) va cich |L10% Tinh Dong Nai, Viét Nam Tp. Bién Hoa, Tinh Déng Nai, Viét Nam
56 pasp VD-18885-13 hitu han dwoc pham  [hifu han dugc phdm 3542 29/06/2021 ne Ky tuoe (VI V=R VA CACh ) hyia chi co sor san xudt: S6 14-15, p. Bien Hoa, tinh BOng Nal, Vie
patch . X . . X . ghi dia chi co s¢ san xuat thudc . i . " 2. Pia chi co so san xuat: S6 14-15,
Hisamitsu Viét Nam Hisamitsu Viét Nam B Duong 2A, KCN Bién Hoa 2, Tp. Bién . . N .
(MiV-N9) Hoa. Tinh Ddne Nai. Viét Nam Duong 2A, KCN Bién Hoa 2, P. An Binh,
g & N, Vie Tp. Bién Hoa, Tinh Déng Nai, Viét Nam
1. Lactose monohydrate: USP 32-NF 27 1. Lactose monohydrate: USP 41-NF 36
2. Corn Starch: USP 32-NF 27
. 2. Corn Starch: USP 41-NF 36
3. Carboxymethylcellulose calcium: USP .
3. Carboxymethylcellulose calcium: USP
32-NF 27 41.NF 36
;FH;;l roxypropyl cellulose (L): USP 32- 4. Hydroxypropyl cellulose (L): USP 41-
Cong ty TNHH Dugc  |Céng ty TNHH Dugc Thay ddi tiéu chuén cht luong ta 5 Macrogol 15 hvdroxvstearate: EP 6 |NF 36
57 |Cancetil plus VD-21760-14 phidm Shinpoong phidm Shinpoong 4764 14/08/2020 dugc khi cap nhét phién ban cua ’ g YEroxy: ) 5. Macrogol 15 hydroxystearate: EP 9
. 2 . 6. Hypromellose phthalate: USP 32-NF 27
Daewoo Daewoo cung dugce dién (MiV-N6) 7 Colloidal silicon dioxide: USP 32-NF 6. Hypromellose phthalate: USP 41-NF 36
2'7 ’ 7. Colloidal silicon dioxide: USP 41-NF 36
8. Magnesium stearate: USP 32-NF 27 8. Magnesium stearate: USP 41-NF 36
9. Ethanol 96%: DBDVN V
9. Ethanol 96%: DBVN TV 10. Nugc tinh khiét: BP 2018
10. Nude tinh khiét: BP 2009 : :
1. Mingtai Chemical Co., Ltd.
Dia chi: 1142 Shin Hsing Rd., Bah-Der -
: . i Itacel Farmoquimica Ltda.
City. Taoyuan Hsien, Taiwan, R.O.C. . X ,
L P £ o Dia chi: Rua Doutor José Alexandre
N LR N PO 2 o o Tiéu chuan chat luong: EP hién hanh (EP .
i, Coéng ty co phan Coéng ty co phan . B0 sung co s san xuat ta duoc Crosgnac, 645 — Vila Santa Flora 06680-
58 |Motiridon VD-24159-16 : : 2569 30/05/2022 . . 10) . .
Euvipharm Euvipharm Natri croscarmellose (MiV-N2) . 035 — Itapevi — SP - Brazil.
2. DMV-Fonterra Excipients B.V. Tiéu chudn chit 1 . EP hién hanh (EP
Dia chi: Foxhol, Netherlands ) (1)<;u chudn chat luong: ién hanh (
Tiéu chuén cht lugng: EP hién hanh (EP
10)
Cong ty Cé phin Dugc - |Cong ty C6 phan Dugc - A Arria z £
59 |Gentamicin 0,3% VD-28237-17 | Trang thiét bi y té Binh | Trang thiét bj y té 5413/TDTN-N 01/11/2021 g"pt"ha} t.‘e‘(ll\f[},‘t';_’;g;m chat 1gp o013 BP 2021
Dinh (Bidiphar) Binh Dinh (Bidiphar) entammein (M
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A A A = I 2 = 3 2 2 A A A a A . ~ Py A Y . A A Re
STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
Cong ty Cé phin Dugc - |Cong ty C6 phan Dugc - Ciip nhat ticu chuin duoe chit. 4 1.Levofloxacin hemihydrat: USP42 1.Levofloxacin hemihydrat: USP 43
60 |Eyexacin VD-28235-17 | Trang thiét bi y té Binh | Trang thiét bj y té 5412/TDTN-N 01/11/2021 d&sc (MiV-N6) i > |2.Natri clorid: USP42 2 Natri clorid: USP-NF 2021
DPinh (Bidiphar) Binh Dinh (Bidiphar) i 3.Acid hydrocloric: BP 2018 3.Acid hydrocloric: BP 2020
1.Enalapril maleat: USP37 1.Dugc hit Enalapril maleat: USPNF-
R FURY N FURY 2.Lactose monohydrate: EP8 2021
Cong ty Co phan Dugc - |Cong ty Co phan Dugc - A Arria z A .z . .
61 |Bidinatec 10 VD-28225-17 | Trang thiét bi y té Binh | Trang thiét bi y t& 5496/TDTN-N 03/11/2021  |Cap nhdt tiéu chuan duge chat, té |3 Maltodextrin: EP7 2.Lactose monohydrate: EP 10
Binh (Bidiphar) Binh Dinh (Bidiphar) dugc (MiV-N6) 4.Amidon de mai 's (tinh bot bap): USP  |3.Maltodextrin: EP 10
' P ! P 39 4.Amidon de mai 's (tinh bt bip): USP 43
5.Natri stearyl fumarat: USP 37 5.Natri stearyl fumarat: USP 43
Chi nhanh céng ty cb
A, Cong ty cb phin duge  [phan dugc phim OPC Cap nhit tiéu chudn chét lugng 1. Camphor: BP 2018 1. Camphor: BP 2020
62 |Dau gi6 OPC VD-22492-15 phdm OPC tai Binh Duong - Nha 6071/TBTN-N 25/11/2021 duoc chét, ta duge (MiV-N6) 2. Polyethylen glycol 400: BP 2018 2. Polyethylen glycol 400: BP 2020
may dugc phdm OPC
1. Lactose: EP 9 1. Lactose: EP 10
Chi nhanh céng ty cb Cap nhat tiéu chudn chét wong ta 2. Bot cellulose: EP 9 2. Bot cellulose: EP 10
63 Tl'lu()(‘:ktr; SO} than VD-24817-16 Co?g ty co phan dugc pﬁan\dmyc pham OP(; 6072/TDTN-N 25/11/2021 dL‘r(_m tﬁeo phién ban Dugc (iie;n 3. Natr.l starch glycolat: EP 9 3. Natr'l starch glycolat: EP 10
Kim tién thao pham OPC tai Binh Duong - Nha hién hanh (MiV-N6) 4. Povidon: EP 9 4. Povidon: EP 10
may dugc phdm OPC 1en han ! 5. Magnesi stearat: USP 41 5. Magnesi stearat: USP 43
6. Nipasol M: BP 2018 6. Nipasol M: BP 2020
1. Lactose: EP 9 1. Lactose: EP 10
Chi nhanh cong ty cb Cap nhat tiéu chudn chit wong ta 2. Bot cellulose: EP 9 2. Bot cellulose: EP 10
64 | [huoc iri soi thin VD-20777-14  |COnety 6 phan duge  Jphan duge pham OPC -\ - (o 00y 25/11/2021  |duoc theo phién ban Duge dien |7 PoVidon: EP9 . 3. Povidon: EP 10
Kim tién thao pham OPC tai Binh Duong - Nha hién hanh (MiV-N6) 4. Tinh bt glycolat natri: EP 9 4. Tinh bt glycolat natri: EP 10
may dugc phim OPC i . 5. Magnesi stearat: USP 40 5. Magnesi stearat: USP 43
6. Natri benzoat: EP 9 6. Natri benzoat: EP 10
Koo s Usp 30 [ Rt S
2. Cellulose vi tinh thé M101: BP 2013 h:21nh ’ j
3. Povidon: BP 2013 3. Povidon: BP hi¢n hanh
4. Crospovidon: BP 2013 . A1
. 4. Crospovidon: BP hién hanh
5. Natri lauryl sulfat: BP 2013 . A1y
o . 5. Natri lauryl sulfat: BP hi¢n hanh
. Silicon dioxyd: USP 36 6. Silicon dioxyd: USP hi¢n hanh
Céng ty ¢b phan dugc  [Cong ty ¢d phan dugc Thay déi tiéu chuan chét lugng 7. Magnesi stearat: DDVN IV 7' Maenesi sllealt‘ DDVN hicn hanh
65 |CRUZZ-35 VD-27435-17  |phdm Pat Vi Phi phim Dat Vi Phu 5780/TDTN 17/11/2021 ctia dugc chét, ta dugc khi cip 8. HPMC E6: BP 2013 SA HPI%/InC E6: BP l‘1ién hanh j
(DAVIPHARM) (DAVIPHARM) nhat dugce dién (MiV-N6) 9. Titan dioxyd: BP 2013 ’ ) :

10. Tale: DDVN IV
11. PEG 4000: BP 2013

12. Poly sorbat 80: BP 2013
13. Déu thiu dau: BP 2013

14. Ethanol 96%: DDVN IV
15. Nude tinh khiét: DDVN IV

9. Titan dioxyd: BP hi¢n hanh

10. Talc: DDVN hién hanh

11. PEG 4000: BP hi¢n hanh

12. Poly sorbat 80: BP hién hanh

13. Déau thiu diu: BP hién hanh

14. Ethanol 96%: DDVN hién hanh
15. Nuéc tinh khiét: DDVN hién hanh
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1.Ciprofloxacin: USP37 1.Ciprofloxacin: USP42
2.Amidon de ble (tinh bt mi): USP35 2.Amidon de ble (tinh bt mi): USP42
3.Era-tab (Pregelatinized starch): USP35 |3.Era-tab (Pregelatinized starch): USP42
4.DST (Natri starch glycolat): USP36 4.DST (Natri starch glycolat): USP 42
5.Titan dioxyd: EP7 5.Titan dioxyd: EP10.0
) ) Cong ty Cf’ phan ]A)u'f_yc - |Cong ty Cf’ phan ]?u'(_yc - Cap nht tiéu chudn duoe chit, t 6.HPM_C (H}.Ip.romel.los_e): USP38 6.HPM_C (H}.Ip.romel.los_e): USP43
66 |Ciprofloxacin 500 VD-19323-13 Trang thiét bi y t¢ Binh | Trang thiét bi y t& 5410/TDTN-N 01/11/2021 duoe (MiV-N6) 7.Colloidal silicon dioxide: USP35 7.Colloidal silicon dioxide: USP43
binh (Bidiphar) Binh Dinh (Bidiphar) : 8.Natri lauryl sulfat: BP2013 8.Natri lauryl sulfat: BP2020
9.Magnesi stearat: BP2013 9..Magnesi stearat: BP2020
10.PEG 4000: BP2013 10.PEG 4000: BP2020
11.Ethanol 96%: DBVN IV 11.Ethanol 96%: DBDVN V
12.Nudc tinh khiét: DDVN IV 12.Nue tinh khiét: DDVN V
13. Bot tale: USP 36 13. Bot talc: USP 42
Cong tv C& phin D Cone tv C& phin D 1.Natri clorid: BP 2013 1.Natri clorid: BP 2020
ong ty &0 pan Juoc - 16ong ty L0 phan Juoce - ap nhat tiéu chud 4 2.Calci clorid.2H,0: BP 2013 2.Calci clorid. 2H,0: BP 2020
67 |Kydheamo-3A VD-27261-17 | Trang thiét bj y té Binh | Trang thit bi y t& 1933/TDTN-N 14/04/2021  |Cap nhat tiéu chuan duge chat one.mte one.te
. L . . e (MiV-N6) 3.Magnesi clorid.6H,O: BP 2013 3.Magnesi clorid.6H,0O: BP 2020
Dinh (Bidiphar) Binh Dinh (Bidiphar) . . . .
4.Acid acetic: BP 2013 4.Acid acetic: BP 2020
1. Cefixim trihydrat: USP37 1. Cefixim trihydrat: USP43
Congty Cb phén Duoc - |[Cong ty C phén Dugc - oo st 50 chuin duoe el 4 é.ll):ilgo(x)vLac 100 (Lactose monohydrat): é.ll):i(())“(/)Lac 100 (Lactose monohydrat):
68 |Bicebid 200 VD-27256-17 | Trang thiét bi y té Binh | Trang thiét bi y té 961/TDTN-N 10/03/2021 4p nadt ; ’ . o
Dinh (Bidiphar) Binh Pinh (Bidiphar) dugc (MiV-N6) 3.Bot talc: USP36 3.B0t talc: USP43
m 1éiphar 1Pk (Bidiphar 4.Magnesi stearate: BP2016 4.Magnesi stearate: BP2020
5.Natri lauryl sulfat: BP2016 5.Natri lauryl sulfat: BP2020
2 2 1. Natri clorid: USP 38 1. Natri clorid: USP 42
Céng ty C6 phan Duogc - |Cong ty C6 phan Dugc - N PO x £ s . K . .
69 [Natriclorid09% | VD-29956-18 | Trang thiét bi y té Binh | Trang thiét bj y té 963TPTN-N | 10/03/2021 | GAP nhattiéu chudn duoc chir, té - \2.Natri borat: BP 2016 2Natr borat: BP 2020
Binh (Bidiphar) Binh Dinh (Bidiphar) dugce (MiV-N6) 3.Acid boric: BP 2016 3.Acid boric: BP 2020
' P ! P 4 Nipagin: BP 2016 4 Nipagin: BP 2020
1.Cefalexin: BP 2016 1.Cefalexin: BP 2020
. PR . PR 2.Aspartam: USP 40 2.Aspartam: USP 43
Céng ty C6 phan Duogc - |Cong ty C6 phan Dugc - N PO x £ . R o S . o S
70  [Biceflexin powder VD-18250-13 Trang thiét bi y & Binh Trang thiét bi y @ 2287/ TDTN-N 28/04/2021 Cap nhz_lt. tiéu chuan dugc chat, ta 3.Col}01dal silicon dioxid: USP 40 3.Col}01dal silicon dioxid: USP 43
Dinh (Bidiphar) Binh Dinh (Bidiphar) dugce (MiV-N6) 4.Duong RE: USP 41 4.Duong RE: USP 43
: P : P 5.PVP K30 (Povidone): USP 40 5. PVP K30 (Povidone): USP 43
6.Lactose monohydrat: EP 9.0 6.Lactose monohydrat: EP 10.0
Cong ty C6 phan Dugc - [Cong ty C6 phan Dugc - Ciip nhit tiu chuin duoc chit. 4 1.Docetaxel anhydrous: EP 9.0 1.Docetaxel anhydrous: EP 10.0
71 |Bestdocel 80mg/4ml QLDB-767-19 Trang thiét bi y t& Binh | Trang thiét bi y té 969/TDTN-N 10/03/2021 dl.xgc (MiV—N()) : ? 2.Acid citric khan: BP 2016 2.Acid citric khan: BP 2020
binh (Bidiphar) Binh Dinh (Bidiphar) : 3.Ethanol tuyét dbi: BP 2016 3.Ethanol tuyét dbi: BP 2020
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STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
1. Natri clorid: BP 2013 1. Natri clorid: BP 2020
2.Calci clorid.2H,0: BP 2013 2,Calci clorid.2H,0: BP 2020
Cong ty C6 phan Dugc - [Cong ty C6 phan Dugc - A e A i t .. |3.Magnesi clorid.6H,0: BP 2013 3.Magnesi clorid.6H,0O: BP 2020
72 |Kydheamo-2A VD-28707-18 | Trang thiét bj y té Binh | Trang thiét bi y t& 1932/TDTN-N 14042021 |CAp nhat tiéu chuan duge chat t | ")t B 2013 4.Acid acetic: BP 2020
. L N . e dugc (MiV-N6)
binh (Bidiphar) Binh Dinh (Bidiphar) 5.Dextrose: BP 2013 5.Dextrose: BP 2020
6.Kali Clorid: USP 38 6.Kali Clorid: USP 43
7.Nude tinh khiét: DDVN IV 7.Nude tinh khiét: DDVN V
A FUITRY Cép nhit tiéu chuén ta dugc
73 [Panadol cim ctim Ge32s-19  |GLAXOSMITHKLINE [COng ty 0 phin Sanoft | g5 rpanN | 13/042021  [Sodium Laurilsulfate (Sodium | ¥ 5 Ep103
PTE LTD Viét Nam . .
Laurilsulphate (MiV-N6)
Cong ty C6 phin Dugc - [Cong ty C6 phin Dugc - - JUN 2 £ . . . -
74 |Bidicolis 2 MIU VD-33723-19 | Trang thiét bj y té Binh | Trang thit bi y t& 966/TDTN-N 10/03/2021 gjﬁ “(hﬁge;z;‘“an duge chat, 1 él\? ‘19%‘;“‘3"3;?‘;; EP9.4 ;g"f?‘g@:?%g:‘;‘fp 100
Dinh (Bidiphar) Binh Dinh (Bidiphar) oc (VL -atrtlond: -atrtlond:
1. Ibupropen: USP 35 1. Ibupropen: USP 43
2.Lycatab PGS: USP35 2.Lycatab PGS: USP 42
3.PVP K30: USP35 3.PVP K30: USP 42
Céng ty C6 phin Duoc - |Cong ty C& phén Duge 4.Colloidal silicon dioxid: USP35 4.Colloidal silicon dioxid: USP 43
75 [Bidivon VD-26364-17 | Trang thiét bi y té Binh | Trang thiét bi y té 962/TDTN-N 10/03/2021 | 3P nhé tiu chuan duge chat, td 5. Bot Tale: USP3S 5Bot Tale: USP 43
Dinh (Bidiphar) Binh Dinh (Bidiphar) dugc (MiV-N6) 6.Titan dioxyd: EP7.0 6.Titan dioxyd: EP 10.0
. P : P 7.Lactose monohydrate: EP 7.0 7.Lactose monohydrate: EP 10.0
8.Nudc tinh khiét: DDVN IV 8.Nudc tinh khiét: DDVN V
9.PEG 4000 (Sino Japan Chemical Co., [9.PEG 4000 (Sino Japan Chemical Co.,
Ltd): BP 2013 Ltd): BP 2020
1.Ifosfamid: USP 38 1.Ifosfamid: USP 42
. N . N 2.Dinatri hydrogen phosphat.12H,0: BP  [2.Dinatri hydrogen phosphat.12H,0: BP
Ifosfamid Bidiphar Cong ty C6 phan Duoc - |Cong ty €0 phan Duge - Cép nhat tiéu chudn duoc chit, ta 2013 2020
76 1ig ’ QLDB-709-18 | Trang thiét bj y t¢ Binh | Trang thiét bj y té 2286/TDTN-N 2042021 |0 (MiV-N6) " [3.Natri dihydrogen phosphat.2H,0: BP  |3.Natri dihydrogen phosphat 2H,0: BP
& Pinh (Bidiphar) Binh Binh (Bidiphar) ° : yarogen phosphat.2H,t: : yarogen phosphat.2H,t:
2013 2020
4.D-Mannitol: EP 8 4.D-Mannitol: EP 10
X e Cong ty Cé phin Dugc - |Cong ty C6 phan Dugc - A Arria z £
77 Y(;m;llb“} Bidiphar | 11 HB.696-18 | Trang thiét biy (¢ Binh | Trang thiétbiy ¢ | 3559/TDTN-N 25/06/2020 S‘:ip “hf;,t“z‘;/[?l\‘;';lé‘;wc chat EP8.0 EP9.0
g/t m Dinh (Bidiphar) Binh Dinh (Bidiphar) morefbim (VI
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STT Tén thuoc So ding ky Co sé dang ky Co sé san xuat o Ngay tiep nhan sung/ Ma phin loai Théng tin da dwgc phé duyét Théng tin cap nhat thay doi
1.Metronidazol: BP 2016 1.Metronidazol: BP 2018
2.Amidon de ble (Tinh bot mi): USP39  [2.Amidon de ble (Tinh bot mi): USP 42
3.Colloidal silicon dioxid: USP 38 3.Colloidal silicon dioxid: USP 42
R FURY R FURY 4.Glycerin: USP40 4.Glycerin: USP 42
28 |zolgy VD2824417 (:T‘;zﬁ;yﬂﬁ;i?i“t?gi’:h (:T(;zﬁéyt}ﬁ;i?i’nt?uqc T so8rBTNN 06/02/2020 | Cap nhat tiéu chuén duge chi, t |5 Natri laurylsulfat: BP 2016 5.Natri laurylsulfat: BP 2018
Dinh (Bidi hz;r) Binh Dinh (Bidi har) dugc (MiV-N6) 6.Magnesi stearat: BP 2016 6.Magnesi stearat: BP 2018
’ P ’ P 7.PEG 4000: BP 2016 7.PEG 4000: BP 2018
8.Povidone:USP39 8.Povidone:USP 41
9.HPMC: USP 38 9.HPMC: USP 41
10.Talc: USP 38 10.Talc: USP 41
1.Tiéu chudn thanh phim: BP 2014 1.Tiéu chudn thanh pham: BP 2019
Cong ty Cé phin Dugc - |Cong ty C6 phan Dugc - Cén nhat tiéu chudn thanh pham. | 2-Alcol benzylic: BP 2005 2.Alcol benzylic: BP 2018
79  |Triamcinolon VD-23149-15 | Trang thiét bi y té Binh | Trang thiét bj y té 501/TDTN-N 06/02/2020 té‘gm- (MiV-N6) PRAM. 13 Dinatri hydrophosphate: BP 2010 3.Dinatri hydrophosphate: BP 2018
Dinh (Bidiphar) Binh Dinh (Bidiphar) ’ 4.Natri dihydrophosphate: BP 2010 4.Natri dihydrophosphate: BP 2018
5.Nude cat: DDVN IV 5.Nuée cat: DDVN 'V
Cong ty C6 phan Dugc - |Cong ty C6 phan Dugc - Ciip nhit i chuin duoc chit. t4 1.Vitamin C (Acid ascorbic): USP 35 1.Vitamin C (Acid ascorbic): USP 42
80 |Vitamin C 500 VD-24940-16 Trang thiét bi y té Binh Trang thiét bj y té 295/TDTN-N 16/01/2020 dligc (MiV—N()) ) ? 2. Bot Talc: USP 35 2.Bot Tale: USP 41
binh (Bidiphar) Binh Pinh (Bidiphar) : 3.Magnesi stearat: BP 2013 3. Magnesi stearat: BP 2018
Cong ty Cé phin Dugc - |Céng ty C6 phan Dugc - A Acia Z s 3
81 [Bidiclor 500 VD-22118-15 | Trang thiét biy té Binh | Trang thiétbjyté | 2969/TDTN-N 02/06/2020 (C&ﬁ’\‘,ﬂ;j;)“e“ chudn thinh pham | ;gp, 40 USP 42
binh (Bidiphar) Binh Dinh (Bidiphar)
1. Etoposid: USP38 1. Etoposid: USP42
. RS . PR 2.Acid citric anhydrous: BP 2013 2.Acid citric anhydrous: BP 2018
Cong ty Co phan Dugc -|Cong ty Co phan Dugc - A Acia 3 A oox s .
82 |Etoposid Bidiphar VD-20306-18 | Trang thiét biy té Binh | Trang thiétbiyté | 2038/TDTN-N |  24/04/2020  |CaP nhdt tiéu chuan dugc chat, td - 13.Alcol benzylic: BP 2014 3-Aleol benzylic: BP 2018
Binh (Bidiphar) Binh Dinh (Bidiphar) dugc (MiV-N6) 4.Ethanol tuyét doi: BP 2014 4.Ethanol tuyét doi: BP 2018
: P : P 5.Tween 80: JP XVI 5.Tween 80: JP XII
6.PEG 300: EP 7.0 6.PEG 300: EP 9.0
1.Tiéu chuén thanh phim: USP 37 1.Tiéu chuén thanh phim: USP 42
2.Paracetamol: BP 2014 2.Paracetamol: BP 2018
3. Amidon de ble: USP 39 3. Amidon de ble: USP 42
4.Colloidal silicon dioxid: USP38 4.Colloidal silicon dioxid: USP 42
. PO . 2 i3 5.Magnesi stearat: BP 2016 5.Magnesi stearat: BP 2018
Cong ty C6 phan Dugc -|Cong ty Co phan Dugc - A e A PR 2
. An. ox .z Cap nhat tiéu chuan thanh pham, |6.PEG 4000: BP 2016 6.PEG 4000: BP 2018
83 |Biragan 500 VD-23137-15 Tra.tl;gﬂﬁllla(egli)éii/)}:rl)?nnh Bifg;??;?éiﬁ;) 500/TBDTN-N 06/02/2020 duoe chét, 4 dugc (MiV-N6) 7 HPMC: USP 38 7 HPMC: USP 41

8.Bot Talc: USP 36

9.Eragel: USP 38

10.Titan dioxyd: EP8.0
11.Ethanol 96%: DDVN IV
12.Nu6c tinh khiét: DDVN IV

8.Talc: USP 41

9.Eragel: USP 41

10.Titan dioxyd: EP 9.0
11.Ethanol 96%: DDVN V
12.Nuéc tinh khiét: DDVN V
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Cong ty C6 phan Dugc - |Cong ty C6 phan Dugc - Cap nhit tiéu chudn chét lugng
84 |Bicefzidim 1g VD-28222-17 | Trang thiét biy t6 Binh |  Trang thiét bi y té 4383/TDTN-N 22/10/2019  |6ng dung méi nudce cit pha tiém  [DDVN IV DDBVN V
binh (Bidiphar) Binh Pinh (Bidiphar) 10 ml (MiV-N6)
Cong ty Cé phin Dugc - |Céng ty C6 phan Dugc - A Acia Z s 3
85 |BIRAGAN CODEIN| VD-25866-16 | Trang thiét biy t& Binh |  Trang thiét bi y té 502/TPTN-N 06/02/2020 (Chiﬁ’\‘,’_l;\"-j‘;)“eu chuén thinh pham 5 15 BP 2019
Dinh (Bidiphar) Binh Dinh (Bidiphar)
Cong ty C6 phan Dugc - |Cong ty C6 phan Dugc - f Al ia z U " iz " ik
86 |Sunewtam 1g VD-27266-17 | Trang thiét biy t& Binh | Trang thiétbiyté | 4385/TDTN-N 22/10/2019 gfzcn(hﬁig‘f;z;‘”an dung moi, ta é‘;ﬁ:i‘;anh‘;nfé‘j;‘%g&?\? VNIV é;&“cci‘;anh‘;nfé‘:;‘%g%?w v
Pinh (Bidiphar) Binh Pinh (Bidiphar) ° : P : : P :
Cong ty Cé phin Dugc - |Céng ty C6 phan Dugc - A Acia 2 s 3
87 [Nudipyl 400 VD-27265-17 | Trang thiét biy té Binh | Trang thiétbjyté | 4384/TDTN-N 22/10/2019 (Chiﬁ’\‘,’_l;\"-j‘;)“eu chuén thinh pham | e 1y DDVN V
Dinh (Bidiphar) Binh Pinh (Bidiphar)
Cong ty ¢b phan dugc Cap nhat tiéu chudn chét lugng
88 |Goncal VD-20946-14  |Céng ty cb phan Gon Sa |phim Dat Vi Phi 3623/TDTN-N 25/06/2020 dugc chét Calci carbonat (MiV- EP 6.0 EP hién hanh
(DAVIPHARM) N6)
1. Allopurinol: USP 38 1. Allopurinol: USP hién hanh
2.Lactose monohydrat: USP 38 2.Lactose monohydrat: USP hién hanh
3. Povidon: USP 38 3. Povidon: USP hién hanh
Cone ty ¢b phin duoe  |Cone tv b phin duoc Cap nhat tiéu chudn duge chit, ta  |4. Natri lauryl sulfat: USP 38 4. Natri lauryl sulfat: USP hién hanh
89 |Zuryk VD-20728-18 | ¥ fl gat \2 i hérﬁ gat \2 . 4472/TPTN 23/08/2023  |dugc theo Duoe dién hién hanh |5, Natri starch glycolat: USP 39 5. Natri starch glycolat: USP hién hanh
P : P : (MiV-N6) 6. Talc: BP 2016 6. Talc: BP hién hanh
7. Magnesi stearat: USP 38 7. Magnesi stearat: USP hién hanh
8. Silicon dioxyd: USP 38 8. Silicon dioxyd: USP hién hanh
9. Nudc tinh khiét: DDVN IV 9. Nude tinh khiét: DDVN hién hanh
1. Prednisolon (dudi dang Prednisolon
acetat): BP phién ban hién hanh
1. Prednisolon (dudi dang Prednisolon 2. Lactose: DDVN phién ban hién hanh
acetat): BP 2012 3. Tinh bt mi: DDVN phién ban hién
Cép nhit tiéu chuén chit luong 2 Lactose: DBVN IV hanh
Cong ty C6 phin Duge |Cong ty C6 phin Dugc NN S 3. Tinh bdt mi: DDVN IV 4. Povidon K29/32: BP phién ban hién
90 |TIPHAPRED 5 VD-23032-15 phém Tipharco phém Tipharco 3937/TBTN 28/07/2022 ctia dugc chat, ta dugc khi cap 4 Povidon K29/32: BP 2016 hanh

nhat dugc dién (MIV-N6)

5. Talc: DDVN IV
6. Magnesi stearat: DDVN IV
7. Nude tinh khiét: DDVN IV

5. Talc: DDVN phién ban hién hanh

6. Magnesi stearat: DDVN phién ban hién
hanh

7. Nuéc tinh khiét: DDVN phién ban hién
hanh
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STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
1. Betamethason: EP phién ban hi¢n hanh
2.Dexchlorpheniramin maleat: USP phién
1. Betamethason: EP 8.0 ban hién hanh
Cap nhat tiéu chudn chét ugng 2.Dexchlorpheniramin maleat: USP 38 3.Lactose: DDVN phién ban hién hanh
91 |ZETAVIAN VD29218-18  |Conety CophanDuge | pDP Tipharco| 1618/ THTN 31/03/2022  |duoc chét va té duoc khi cap nhat |o2ctose: DPVN IV 4.Dudng tring: DDVN phién ban hign
pham Vian duoc dién (MIV-N6) 4.Duong trang: DDVN IV hanh
: 5.Natri carboxymethyl cellulose: EP 8.0  [5.Natri carboxymethyl cellulose: EP phién
6.Nudc tinh khiét: DDVN IV ban hién hanh
6.Nudc tinh khiét: DDVN phién ban hién
hanh
1. Lactose monohydrat: USP-NF hién
hanh (USP -NF 2021)
2. Cellulose vi tinh thé M101: USP-NF
hién hanh (USP -NF 2021)
3. Povidon (Kollidon 30): USP-NF hién
1. Lactose monohydrat: USP 38 hénh (QSP -NF2021) .
. % 4. Natri strarch glycolat: USP-NF hién
2. Cellulose vi tinh thé M101: USP 38 N
. . hanh (USP -NF 2021)
3. Povidon (Kollidon 30): USP 38 . A s
. 5. Magesi stearat: USP-NF hi¢n hanh
4. Natri strarch glycolat: USP 39
. (USP -NF 2021)
5. Magesi stearat: USP 38 6. HPMC E6: USP-NF hién hanh (USP -
Cong ty cb phin duge  |Cong ty c¢b phan dugc Thay déi tiéu chuan chét lugng ti |6. HPMC E6: USP 37 NF 2021) : 1en han
92 |Gourcuff-2,5 VD-28911-18 ph'?im Pat Vi Pha ph'?im bat Vi Phu 1394/TDTN 12/04/2022 dugc khi cap nhéat Duoc dién 7. Titan dioxyd: USP 38 7. Titan dioxyd: USP-NF hién hanh (USP -
(DAVIPHARM) (DAVIPHARM) (MiV-N6) 8. Talc: BP 2016 - 1tan dioxyd: 1en han

o

. Polyethylen glycol 4000: USP 38
10. Polysorbat 80: USP 38

11. Déu thiu dau: BP 2015

12. Nuéc tinh khiét: DDVN IV

13. Ethanol 96%: DDVN IV

NF 2021)

8. Talc: BP hién hanh (BP 2021)

9. Polyethylen glycol 4000: USP-NF hién
hanh (USP -NF 2021)

10. Polysorbat 80: USP-NF hién hanh
(USP -NF 2021)

11. DAu thiu dau: BP hién hanh (BP 2021)
12. Nuée tinh khiét: DDVN hién hanh
(DbVN V)

13. Ethanol 96%: DDVN hién hanh
(DbVN V)
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STT Tén thude S6 ding ky Co sé diing ky Co sé san xuit o Ngay tiép nhin sung/ Ma phan loai Théng tin d dwgc phé duyét Théng tin cip nhit thay dbi
1. Bot nghé (dudi dang nghé cu da so
ché): DDVN phién ban hién hanh
2. Mat ong: DDVN phién ban hién hanh
1. Bot ngh¢ (dudi dang nghé cu da so 3. Colloidal silicon dioxide: USP phién
ché): DBVN IV ban hién hanh
2. Mat ong: DBVN IV 4. Natri starch glycolat: USP phién ban
3. Colloidal silicon dioxide: USP 32 hién hanh
4. Natri starch glycolat: USP 32 5. Lactose: DDVN phién ban hién hanh
Cap nhat tiéu chuan chat lugng 5. Lactose: DBDVN IV 6. Microcrystalline cellulose: BP phién
93 |VIEN MAT NGHE VD-29152-18  |Cong ty CPDP Tipharco [Cong ty CPDP Tipharco| 1181/TDTN 09/03/2022 dugc chét, ta dugc khi cap nhat 6. Microcrystalline cellulose: BP 2012 [ban hi¢n hanh
duoc dién (MIV-N6) 7. Hydroxypropyl methyl cellulose: USP  |7. Hydroxypropyl methyl cellulose: USP
32 phién ban hién hanh
8. Magnesi stearat: DDVN IV 8. Magnesi stearat: DDVN phién ban hién
9. Nudc tinh khiét: DBVN IV hanh
10. Shellac: USP 32 9. Nudc tinh khiét: DDVN phién ban hién
11. Ethanol 96°: DBVN IV hanh
10. Shellac: USP phién ban hién hanh
11. Ethanol 96°: DDVN phién ban hién
hanh
1. Penicillamin: USP 41 1. Penicillamin: USP-NF 2021
2. Starch 1500: EP 9.0 2. Starch 1500: EP 10
Cap nht tiéu chuin chéit lrong 3. CellL}lose vi tinh thé M101: EP 9.0 3. CellL}lose vi tinh thé M101: EP 10
Cong ty cb phin dugc | Cong ty cé phan duge dﬁoc cl;ét {4 duoc khi cap rihét 4. Natri starch glycolat: USP 39 4. Natri starch glycolat: USP-NF 2021
94 |Mifros VD-21060-14 phém Dat Vi Phi i phém Pat Vi Phi i 1395/TBTN 12/04/2022 phi.én bz’ln,du'(yc &ién hiér'l hénl.l 5. Magnesi stearat: USP 40 5. Magnesi stearat: USP-NF 2021
’ ) (MiV-N6) ’ ; 6. HPMC: USP 40 6. HPMC: USP-NF 2021
7. Talc: BP 2016 7. Talc: BP 2021
8. Titan dioxyd: EP 9.0 8. Titan dioxyd: EP 10
9. PEG 6000: EP 9.0 9. PEG 6000: EP 10
1. Nhém phosphat (hdn dich 20%): EP
hién hanh (EP 10)
2. Sorbitol long: BP hién hanh (BP 2021)
1. Nhém phosphat (hdn dich 20%): EP 3. Natri saccharin: BP hién hanh (BP
7.0 2021)
2. Sorbitol long: BP 2013 4. Xanthan gum: BP hién hanh (BP 2021)
Cép nhit tidu chuan chit luong . Natri saccharin: BP 2013 5. Propylen glycol: BP hién hanh (BP
Aluminium Cong ty ¢6 phan duoc  |Cong ty o phan dugc dugc chat, ta dugc khi cép nhat . Xanthan gum: BP 2013 2021)
% phosphat gel VD-28444-17 phidm Pat Vi Phi phidm Dat Vi Phu 1362/TDTN 12/04/2022 phién ban dugc dién theo dugc . Propylen glycol: BP 2013 6. Methyl paraben: BP hién hanh (BP

dién hién hanh (MiV-N6)

. Propyl paraben: BP 2013
. Tinh dAu bac ha: BP 2013

3
4

5

6. Methyl paraben: BP 2013
7

8

9. Nudc tinh khiét: DDVN IV

2021)

7. Propyl paraben: BP hién hanh (BP
2021)

8. Tinh diu bac ha: BP hién hanh (BP
2021)

9. Nude tinh khiét: DDVN hién hanh
(DBVN V)
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STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
Cong ty C6 phan Dugc - |Cong ty C6 phan Dugc - Ciip nhit tiu chuin duoc chit. t4 1.Tinidazol: EP 9.0 1.Tinidazol: EP 10.0
96 |[Tinidazol VD-34615-20 Trang thiét bi y té Binh Trang thiét bi y té 2430/TDTN-N 07/05/2021 dl.xgc (MiV—N 6 : ? 2.Acid citric monohydrat: EP 9.0 2.Acid citric monohydrat: EP 10.0
Pinh (Bidiphar) Binh Pinh (Bidiphar) v 3.Natri clorid: USP 41 3.Natri clorid: USP 42
Cong ty Cé phin Dugc - |Céng ty C6 phan Dugc - A Arpia 2. . . . . X
97 |BDE-Fdacell 50 VD-23134-15 | Trang thiét bi y t¢ Binh | Trang thiétbiy 6 | 2429/TDTN-N |  07/05/2021 EZ‘)’ nht tiéu chuan ta duge (MiV: é'gf‘;la}r‘l}i’l‘j)rl‘_”éyl;i‘glésp“o ;git\jlla};ﬁ?g:ig?K‘S
binh (Bidiphar) Binh Dinh (Bidiphar) ’ ’ ’ ’ ’ ’
. o . o 1. Pantoprazol natri sesquihydrat: EP 9.0 1. 1. Pantoprazol natri sesquihydrat: EP
Cong ty C6 phan Duoc -|Cong ty €6 phan Dugc - Cép nhat tiéu chudn duoc chit, ta |2.D-Manitol: EP 9.0 10.0
98 |Comenazol VD-29305-18 Trang thiét bi y té Binh Trang thiét bj y té 2431/TDTN-N 07/05/2021 4p nadt j ? . ' . 2.D-Manitol: EP 10.0
. o N . o duogc (MiV-N6) 3.Natri hydroxyd: USP 40 .
binh (Bidiphar) Binh Pinh (Bidiphar) . . 3.Natri hydroxyd: USP 43
4.Natri clorid: USP 38 . .
Natri clorid: USP 42
Cong ty Cé phin Dugc - |Céng ty C6 phan Dugc - N PO o . . . . .
99 [Bimezol LV. Smg/ml| VD-3461220 | Trang thiét biy 6 Binh | Trang thitbiyté | 2432TPTN-N | 07/05/2021 Iizr)) hat tiew chudn té dvoe (VIV- ] Xaim clorid: USP A1, - I ot US4 o
Pinh (Bidiphar) Binh Pinh (Bidiphar) : Y SRS : Y : :
Céng ty C6 phan Dugc - |Cong ty C6 phan Dugc - Céip nhit tiu chuin duoc chit. 4 1.Gabapentin: USP 37 1.Gabapentin: USP 43
100 |Neucotic VD-27264-17 | Trang thiét biy té Binh | Trang thiétbiyté | 2434/TDTN-N 07/05/2021 dssc“(l\i“}e;g) uan Quoe ehab 18 1) Era-tab (Pregelatinized Starch): USP 38 |2.Era-tab (Pregelatinized Starch): USP 42
binh (Bidiphar) Binh Pinh (Bidiphar) : B 3.Talc: USP 38 3.Talc: USP 43
1. Mecobalamin: JP XVI 1. Mecobalamin: JP XVII
Cong ty Cé phin Dugc - |Céng ty C6 phan Dugc - Ciip nhit ticu chuin duoc chit. ta 2.Mlcrocrystaline cellulose 101: BP 2013 |2.MIcrocrystaline cellulose 101: BP 2019
101 |Galanmer VD-28236-17 | Trang thiét bjy té Binh [  Trang thiét bi y té 2433/TDTN-N 07/05/2021 d{xg (MiV-N6) ; > |3.D-Mannitol: BP 2013 3.D-Mannitol: BP 2019
Dbinh (Bidiphar) Binh Dbinh (Bidiphar) ve (v 4.Colloidal silicon dioxid: USP 35 4.Colloidal silicon dioxid: USP 43
5.Natri stearyl fumarat: USP 37 5.Natri stearyl fumarat: USP 42
1.Ofloxacin: USP 38 1.Ofloxacin: USP 43
Cong ty C6 phén Dugc -|Céng ty C5 phin Duge - Cép nhit tiéu chuén dugc chét, ta gii:::cyeﬁgx ]};li) ;(I)sll; o gii:::cyeﬁgx ]};li) ;)SZI()) ®
102 |Biloxcin Eye VD-28229-17 | Trang thiét bjy té Binh |  Trang thiét bi y té 2493/TDTN-N 11/05/2021 e ; ’ U : i U : -
Binh (Bidiphar) Binh Dinh (Bidiphar) dugc (MiV-N6) 4.Natri acetat .3H20: BP 2013 4.Natri acetat .3H20: BP 2020

5.Nipagin: BP 2016
6.D-Mannitol: EP 9.0

5.Nipagin: BP 2020
6.D-Mannitol: EP 10.0




M tiép nhén hd

Ndi dung dé nghi thay ddi bd

STT Tén thude S6 ding ky Co sé diing ky Co sé san xuit o Ngay tiép nhin sung/ Ma phan loai Théng tin d dwgc phé duyét Théng tin cip nhit thay dbi
1. Cellulose vi tinh thé: BP 2010 1. Cellulose vi tinh thé: BP hién hanh
2. Lactose monohydrat: DDVN IV 2. Lactose monohydrat: DDVN hi¢n hanh
3. Croscarmellose natri: BP 2010 3. Croscarmellose natri: BP hién hanh
4. Poly sorbat 80: BP 2010 4. Poly sorbat 80: BP hién hanh
5. Povidon: BP 2010 5. Povidon: BP hién hanh
6. Natri starch glycolat: BP 2010 6. Natri starch glycolat: BP hién hanh
. RS . PR . o n 2 A . |7. Magnesi stearat: DDVN IV 7. Magnesi stearat: DDVN hién hanh
103 |Flodilan-2 VD-28457-17 Cli’?g ty o Pha;‘,duqc Cli’?g ty 0 ?ha;‘,duqc 2373/TPTN 06/05/2021 g"p “ha“i}“ chudn chat huong t8 g\, 1 lauryl sulfat: BP 2010 8. Natri lauryl sulfat: BP hién hanh
pham Dat Vi Phi pham Dat Vi Ph uge (MiV-N6) 9. HPMC E6: BP 2010 9. HPMC E6: BP hién hanh
10. Titan dioxyd: BP 2010 10. Titan dioxyd: BP hién hanh
11. Tale: DBDVN IV 11. Talc: DDVN hién hanh
12. PEG 4000: BP 2010 12. PEG 4000: BP hién hanh
13. Déu thiu diu: BP 2010 13. Déu thiu diu: BP hién hanh
14. Ethanol 96%: DDVN IV 14. Ethanol 96%: DDVN hién hanh
15. Nude tinh khiét: DDVN IV 15. Nude tinh khiét: DDVN hién hanh
1. Thiamin mononitrat: USP phién ban hi¢n
hanh
2. Microcrystallin cellulose 101: BP phién
ban hié¢n hanh
1. Thiamin mononitrat: USP 38 3. Eragel (Pregelatinized Starch): USP phién
2. Microcrystallin cellulose 101: BP 2014 [ban hién hanh
3. Eragel (Pregelatinized Starch): USP 38 |4- Gelatin: DDVN phién ban hién hanh
4. Gelatin: DDVN IV 5. Tinh bot mi: DDVN phién ban hi¢n hanh
5. Tinh b6t mi: DDVN IV 6. Bot Talc: DDVN phién ban hién hanh
6. Bot Tale: DDVN IV 7. Magnesi stearat: DDVN phién ban hién
7. Magnesi stearat: DDVN IV l;ar;:hh 1 96% DBVN ohién bin hién hinh
o, . Ethano : phién ban hién hanl
VITAMIN B1 Cap nhat tiéu chudn chét luong g' Eﬁ';?(:iln?kh%?g% v 9. Nudc tinh khiét: DDVN phién ban hién
104 250mg VD-27071-17  |Cong ty CPDP Tipharco |Cong ty CPDP Tipharco| 2542/TDTN-N 17/05/2021 dugc ch{it, ta dugc khi cap nhat 1‘0 Shellac: USP 3;8 hanh
dugc dién (MIV-N6) s 10. Shellac: USP phién ban hién hanh
I1. Budng trang: DDVN IV 11. Pudmg tring: DDVN phién ban hi¢n
12. Parafin rir}: BP 2014 hanh
13. Sap ong trang: DOVN IV 12. Parafin rén: BP phién ban hién hanh
14. Ether dau hoa: DDVN IV 13. Sép ong tréng: DDVN phién ban hién
15. Hydroxypropyl methyl cellulose hanh
60HD6: USP 38 14. Ether diu hoa: DDVN phién ban hién
16. Macrogol 6000: BP 2014 hanh
17. Titan dioxyd: DDVN IV 15. Hydroxypropyl methyl cellulose 60HD6:
USP phién ban hién hanh
16. Macrogol 6000: BP phién ban hi¢n hanh
17. Titan dioxyd: DDVN phién ban hi¢n
hanh
Cong ty C?) phén Duqc - |Cong ty C?) phén Duqc - Cap nhz_ity tiéu chudn chét lugng USP 43
105 [Ceftrione 1g VD-28233-17 Trang thiét bi y t¢ Binh | Trang thiét bi y t& 5494/TDTN-N 03/11/2021 duogc chat Ceftriaxone natri khi USP 41
binh (Bidiphar) Binh Dinh (Bidiphar) cép nhét duoc dién (MIV-N6)
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A A A = I 2 = 3 2 2 A 5 A A A . ~ Py A Y . A A Re
STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
Cong ty C6 phan Dugc - [Cong ty C6 phan Dugc - Cap nhat tiéu chudn chét lugng
106 |Lyoxatin 50mg/10ml| QLDB-613-17 Trang thiét bi y t& Binh | Trang thiét bi y té 1766/TDTN 13/04/2022 dugc chét Oxaliplatin EP 8.0 EP 10.0
binh (Bidiphar) Binh Dinh (Bidiphar) (Oxaliplatinnum) (MiV-N6)
1.Paracetamol (Acetaminophen): USP 42 | Paracetamol (Acetaminophen): USP-
R NF2021
2.Acid citric khan: BP 2017 o
. 2.Acid citric khan: BP 2021
3.PVP K30 (Povidone): USP 41 .
N FOTRY N FOTRY . 3.PVP K30 (Povidone): USP-NF2021
Cong ty C6 phan Dugc - |Cong ty C6 phan Dugc - Cap nhat tiéu chudn chit luong 4-Acesulfam kali (Acesulfame 4.Acesulfam kali (Acesulfame potassium):
107 |Biragan 500 VD-24392-16 | Trang thiét bi y té Binh | Trang thiét bj y té 1757/TBTN 12/04/2022 4p e’ et LIS | potassium): BP 2015 : P ’
. -1 . . e dugc chat, ta dugc (MiV-N6) BP 2021
Dbinh (Bidiphar) Binh Dinh (Bidiphar) 5.Aspartam (Aspartame): USP 40
. . 5.Aspartam: USP-NF2021
6.L-Leucin (Leucine): EP 9.0 . .
7.Natri benzoat (Sodium benzoate): BP 6.L-Leucin (Leucine): EP 10.0
) ’ 7.Natri benzoat (Sodium benzoate): BP
2018
2021
. Cong ty C6 phan Dugc - [Cong ty C6 phan Dugc - f A P
108 I:g(;:;b'“rb"“at VD-28708-18 | Trang thiét bi y té Binh | Trang thiét bi y t& 4657/TDTN 26/08/2022 E}Zﬂ;’hfa“;‘&}l‘{‘/a;g?at lwong | yspan USP-NF2022
& Pinh (Bidiphar) Binh Dinh (Bidiphar) p -
Cong ty C6 phan Dugc - [Cong ty C6 phan Dugc - A e A z £
109 |Clyodas 600mg/4ml | VD-34613-20 | Trang thiét bi y té Binh | Trang thiét bi y té 4763/TDTN 30/08/2022 glzfr’ll‘;hfa“nf‘(‘g]‘{‘/a;g?at lwong | ygpys USP-NF2022
binh (Bidiphar) Binh Dinh (Bidiphar) p B
Cong ty C6 phan Dugc - [Cong ty C6 phan Dugc - PPN P
110 |Augbidil 1g VD-27254-17 | Trang thibt bi y té Binh | Trang thiét bj y té 4750/TDTN 30/08/2022 g}z&lﬁhf&“j‘&}l‘{‘fﬁxat lwong 1 ygp 43 USP-NF2022
binh (Bidiphar) Binh Dinh (Bidiphar) p B
Cong ty C6 phan Dugc - [Cong ty C6 phan Dugc - A e A z £
111 |Bidiseptol VD-23774-15 | Trang thit bi y té Binh | Trang thiét bj y té 4656/TDTN 26/08/2022 g}zfr’ll‘;hfa“nf‘(‘h;}l‘{‘/a;g?at lwong | ysp 43 USP-NF2022
binh (Bidiphar) Binh Dinh (Bidiphar) p B
Cong ty C6 phan Dugc - [Cong ty C6 phan Dugc - A e A z £
112 |Canpaxel 100 VD-21630-14 | Trang thiét bi y té Binh | Trang thiét bi y té 4659/TDTN 26/08/2022 EZilThfatln?(l&?{l/a;g?at lwong | ysp 42 USP-NF2022
Pinh (Bidiphar) Binh Dinh (Bidiphar) p B
1. Chymotrypsin: BP 2018 1. Chymotrypsin: BP 2022
Alphachymotrypsine Cong ty ¢d phan Sanofi [Cong ty ¢d phin Sanofi Cap nhat tiéu chudn chét lugng 2. Magnesi stearat: EP 9.5 2. Magnesi stearat: EP 10.3
113 choay VD-30983-18 Viét Nam Viét Nam 2401/TDTN 19/05/2022 duoc chat, ta duoc (MiV-N6) 3. Tinh bot mi: EP 9.4 3. Tinh bot mi: EP 10.3

4. Buong (Compressible sugar): USP 42

4. Buong (Compressible sugar): USP 2021
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STT Tén thude S6 ding ky Co sé diing ky Co sé san xuit o Ngay tiép nhin sung/ Ma phan loai Théng tin d dwgc phé duyét Théng tin cip nhit thay dbi
1. Domperidon maleat: BP 2016 1. Domperidon maleat: BP 2022
2. Lactose monohydrat: EP 8.0 2. Lactose monohydrat: EP 10.3
3. Tinh bot ng6: EP 8.0 3. Tinh bot ng6: EP 10.0
4. Microcrystal cellulose: BP 2014 4. Microcrystal cellulose: BP 2022
5. Polyvinyl Pyrrolidon (PVP K30): USP |[5. Polyvinyl Pyrrolidon (PVP K30): USP
38 2021
. PO . PO . e n 2 4 6. Natri starch glycolat: EP 8.0 6. Natri starch glycolat: EP 10.6
114 |Becadom VD-28777-18 gzlr:g ty ¢ phan duge gzlr:g tycophanduoe | e rpTN 15/06/2022 dcssc“l’s;:‘f:;zszrz;ﬁi;ggyg 7. Talc: EP 8.0 7. Tale: EP 10.6
: ’ : 8. Magnesi stearat: EP 8.0 8. Magnesi stearat: EP 10.6
9. Nudc tinh khiét: DDVN IV 9. Nudc tinh khiét: DDVN V
10. Hydroxy propyl methyl cellulose 10. Hydroxy propyl methyl cellulose
(HPMC) 6 cps: USP 38 (HPMC) 6 cps: USP 2021
11. Polyethylen glycol (PEG) 6000: BP  |11. Polyethylen glycol (PEG) 6000: BP
2014 2022
12. Ethanol 96%: DBVN IV 12. Ethanol 96%: DBDVN V
Congty b phén Cong ty Cf;) phin Duqc : Cap nhélytiéu, chuén chit luong ;;zlljeggkl;l;nl(\)]ng dung moi nude cat ]lj;;l\iuNc\k;uan ong dung moi nudc cat Sml:
115 |Ingit ivf. VD-18825-13 . Trang thiét bj y té 2118/TBTN 04/05/2022 thanh pham 6ng dung moi, ta duoc . X
Sundial Pharma Binh Dinh (Bidiphar) (MiV-N6) 2.Natri h}{droxyd: USP32 2.Natri h}{droxyd: USP-NF2021
: 3. Nudc cat pha tiém: DDVN IV 3 Nudc cat pha tiém: DDVN V
Cong ty C6 phan Dugc - |Cong ty Co phan Duoc - N A in 2 £
116 |Clyodas 300 VD-21632-14 | Trang thibt bi y té Binh | Trang thit bj y té 748/TDTN-N 03/03/2020 g}z&;’lﬁa“nf‘&}l‘{‘/a;g?at lwong | ysp 49 USP 42
binh (Bidiphar) Binh Dinh (Bidiphar)
Thay déi tén co s¢ san xuat duoc .. . . .. .
117 |SEPRATIS VD-21972-14  [Cong ty ¢é phin S.P.M |Céngty cb phin SP.M |  3666/TDTN 13/07/2022  |chét Ciprofloxacin hydroclorid |~/<J1ang Xinhua Pharmaceutical Co., Lid fl?‘a“g Langhua Pharmaceutical Co.,
(MiV-N3) td.
- Cpllstlmethat natri (Colistimethate 1. Colistimethat natri (Colistimethate
Cong ty C6 phan Dugc ;OL:EIL]‘;H;' il:]g:s‘odium Edetate hydrate): sodium): EP 10.0
118 |Colirex 3 MIU VD-29376.15 | CORE 1y €0 phin Traigynhiét ii yté 2901/TDTN 130062000 |C3p bt tiéu chudn chit hugng 11117 Y P EDT.A (Disodium Edetate hydrate):
Sundial Pharma . . e duogc chat, ta duge (MiV-N6) . . JP 18
Binh Dinh (Bidiphar) 3. D-Manitol (Mannitol): EP 9.0 . .
4 Natri clorid (Sodium chloride): Bp  |>+ D-Manitol (Mannitol): EP 10.0
2016 4. Natri clorid (Sodium chloride): BP 2021
X L X L 1. Natri clorid (Sodium chloride): Usp4o | : N2t clorid (Sodium chloride): USP-
Congty C? phan Duqc - |Congty C? phan Duqc . Cap nhat tiéu chudn chét lugng 2.Glycerin: USP 40 NF2021
119 |Ninosat VD-20422-14 Trang thiét bi y t€ Binh | Trang thiét bi y t& 2257/TBTN 11/05/2022 dﬁoc cl;él @ duoc (MiV—Né) 3.Natri hydrocarbonat (Sodium hydrogen 2.Glycerin: USP 43
Dbinh (Bidiphar) Binh Dinh (Bidiphar) : ’ : ) 3.Natri hydrocarbonat (Sodium hydrogen

carbonate): EP 9.0

carbonate): EP 10.0
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STT Tén thude S6 ding ky Co sé diing ky Co sé san xuit o Ngay tiép nhin sung/ Ma phan loai Théng tin d dwgc phé duyét Théng tin cip nhit thay dbi
1.Era-gel (Pregelatinized Starch): USP-
1.Era-gel (Pregelatinized Starch): USP41 |NF2021
Cong ty C?) phén Duqc - |Cong ty C?) phén Du’(_yc - Cap nhat tiéu chudn chét wong ta 2.Era-tab (Pregelatinized Starch): USP41 |2..Era-tab (Pregelatinized Starch): USP-
120 [Vitamin B6 100mg VD-18252-13 Trang thiét bi y té Binh | Trang thiét bi y t& 2256/TDTN 11/05/2022 dﬁoc (MiV—N6) ; 3.Bot Tale: USP41 NF2021
binh (Bidiphar) Binh Dinh (Bidiphar) : 4.Gom Arabic (Acacia): USP42 3.Bot Talc: USP-NF2021
5.Colloidal silicon dioxide: USP42 4.Gom Arabic (Acacia): USP-NF2021
5.Colloidal silicon dioxide: USP-NF2021
Cong ty co phan dugc  |Cong ty co phan duoc Cap nhat tiéu chuan chat lugng s
121 |JIRACEK VD28467-17 | ni gat \2 Phd b ni gat \2 Ph 2252/TDTN 11/05/2022 dugc chét Esomoprazol (MIV -%\1 6 |USP39 USP hién hanh (USP-NF 2021)
1. Paracetamol: USP 38 1. Paracetamol: USP 2021
2. Tinh bét sén: DBVN IV 2. Tinh bét sén: DBVN V
3. Natri lauryl sulfat: BP 2013 3. Natri lauryl sulfat: BP 2022
4. Polyvinyl Pyrrolidon (PVP K30): USP |4. Polyvinyl Pyrrolidon (PVP K30): USP
38 2021
5. Natri starch glycolat: EP 7.0 5. Natri starch glycolat: EP 10.6
Cong ty ¢6 phan duoc  |Cong ty ¢ phan dugc Cap nhat tiéu chuan chat luong 6. Talc: EP 8.0 6. Talc: EP 10.6
122 |LESSENOL 500 VD-32739-19 Enlie Enlie 2240/TDTN 10/05/2022 dugc chét, ta duge (MiV-N6) 7. Magnesi stearat: EP 8.0 7. Magnesi stearat: EP 10.6
8. Nute tinh khiét: DBVN IV 8. Nute tinh khiét: DDVN V
9. Hydroxy propyl methyl cellulose 9. Hydroxy propyl methyl cellulose
(HPMC) 6¢ps: USP 38 (HPMC) 6¢ps: USP 2021
10. Polyethylen glycol (PEG) 6000: 10. Polyethylen glycol (PEG) 6000:
DDBVN IV DDVN V
11. Ethanol 96%: DBVN IV 11. Ethanol 96%: DDVN V
1. Ebastin: BP hién hanh (BP 2021)
2. Cellulose vi tinh thé M101: EP hi¢n
hanh (EP 10)
3. Beta cyclodextrin: EP hién hanh
1. Ebastin: BP 2016 (EP 10)
2. Cellulose vi tinh thé M101: EP 9.0 4.PEG 6000: EP hién hanh (EP 10)
3.Beta cyclodextrin: EP 9.0 5. Polysorbat 80: EP hi¢n hanh (EP 10)
4. PEG 6000: EP 9.0 6. Croscarmellose natri: EP hién hanh
5. Polysorbat 80: EP 9.0 (EP 10)
Cap nhat tiéu chuén chét lugng ta [6. Croscarmellose natri: EP 9.0 7. Povidon (kollidon 30):USP hién
Cong ty co phan duge  |Cong ty ¢6 phan dugc dugc khi cap nhét phién ban dugc |7. Povidon (kollidon 30): USP 40 hanh (USP-NF 2021)
123 |WOLSKE VD-27455-17 phidm Pat Vi Phu phidm Pat Vi Phu S916/TBTN 07/12/2021 dién theo dugc dién hi¢n hanh  |8. Natri starch glycolat: USP 39 8. Natri starch glycolat: USP hién

(MiV-N6)

9. Magnesi stearat: USP 40
10. HPMC E6: USP 40

11. Titan dioxyd: EP 9.0
12. Talc: BP 2016

13. PEG 4000: EP 9.0

14. Dau thau dau: EP 9.0

hanh (USP-NF 2021)

9. Magnesi stearat: USP hién hanh
(USP-NF 2021)

10. HPMC E6: USP hién hanh (USP-
NF 2021)

11. Titan dioxyd: EP hién hanh (EP

10)

12. Talc: BP hién hanh (BP 2021)

13. PEG 4000: EP hién hanh (EP 10)
14. DAu thiu dau: EP hién hanh (EP 10)

20
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STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
1. Natri pantoprazol sesquihydrat:
USP hién hanh (USP-NF 2021)
2. Mannitol: BP hi¢n hanh (BP 2021)
3. Calci hydroxyd: BP hién hanh (BP
. . . 2021)
Al‘bNatn pantoprazol sesquihydrat: USP 4. Crospovidon: BP hién hanh (BP
o 2021)
2 Man.mtol. BP 2013 5. Magnesi stearat: USP hién hanh
3. Calci hydroxyd: BP 2013
. (USP-NF 2021)
. IO 2 A 4. Crospovidon: BP 2013 R A 1s
Cap nhét tiéu chuan chat luong R 6. Natri lauryl sulfat: USP hién hanh
Cong ty cb phin duge  |Cong ty c¢b phan dugc dugc chét, ta dugc khi cap nhat 3. Magnesi stearat: USP 36 (USP-NF 2021)
124 1022Y-40 VD-28477-17 | im Pat Vi Ph pham Pat Vi Phit S913/TDTN 07/12/2021 phién ban duoc dién theo dugc 2 ?;tcn ]l;‘;'zy(l)ls;ﬂf"‘t USP 36 7. Talc: BP hién hanh (BP 2021)
dién hi¢n hanh (MiV-N6) 8. HPMC E15: BP 2013 2012~IIP)MC E15: BP hién hanh (BP
% Pol.yelhy'len glycol 6000: BP 2013 9. Polyethylen glycol 6000: BP hién
10. Titan dioxyd: USP 36 N
hanh (BP 2021)
11. Ethanol 96%: DBVN IV . . A s
12. Nudc tinh khiét: DDVN IV 10. Titan dioxyd: USP hién hanh
’ ’ (USP-NF 2021)
11. Ethanol 96%: DDVN hién hanh
(DBVN V)
12. Nude tinh khiét: DDVN hién hanh
(DDBVN V)
1. Paroxetin hydroclorid: EP hién
hanh (EP 10)
2. Dicalci phosphat khan :BP hién
hanh (BP 2021)
3. Cellulose vi tinh thé (M112): BP hi¢n
1.Paroxetin hydroclorid: EP 7.0 hanh (BP 2021)
2.Dicalci phosphat khan: BP 2013 4. Copovidon: BP hi¢n hanh (BP 2021)
3.Cellulose vi tinh thé (M112): BP 2013 |5. Natri starch glycolat: BP hién hanh
4.Copovidon: BP 2013 (BP 2021)
5. Natri starch glycolat: BP 2013 6. Acid citric: BP hién hanh (BP 2021)
Ciip nhat tiéu chuin chét luon 6. Acid citric: BP 2013 7. Magnesi stearat: DDVN hién hanh
Cong ty cb phin duge  |Cong ty c¢b phan dugc dL;(lyjc cl;ét ta dugc khi cgj ﬁhég'[ 7- Magnesi stearat: DDVNIV (DBVN'V)
125 [PAROKEY VD-28478-17 | o8ty €O Phan Qg L8 1y €O Phan dug 5918/TDTN-N 07/12/2021 o el 1a duoe K cap MNAL g HPMC E6: BP 2013 8. HPMC E6: BP hién hanh (BP 2021)
pham Pat Vi Pha pham Pat Vi Pha phién ban duoc dién theo dugc

dién hién hanh (MiV-N6)

9. Titan dioxyd: BP 2013

10. Tale: DBVN IV

11. PEG 4000: BP 2013

12. Poly sorbat 80: BP 2013
13. Déu thiu dau: BP 2013

14. Ethanol 96%: DDVN IV
15. Nudc tinh khiét: DDVN IV

9. Titan dioxyd: BP hi¢n hanh (BP
2021)

10. Talc: DDVN hién hanh (DBDVN V)
11. PEG 4000: BP hién hanh (BP
2021)

12. Poly sorbat 80: BP hi¢n hanh (BP
2021)

13. DAu thiu dau: BP hién hanh (BP 2021)
14. Ethanol 96%: DDVN hién hanh
(DDVN V)

15. Nude tinh khiét: DDVN hién hanh
(DDVN V)

21
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nhét duoc dién (MiV-N6)

Titan dioxyd: BP 2013
Talc: DDVN IV

2021)
6. HPMC 615: BP hién hanh (BP 2021)
7. Titan dioxyd: BP hi¢n hanh (BP 2021)

A A A = I 2 = 3 2 2 A 5 A A A . ~ Py A Y . A A Re
STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
1. Cellulose vi tinh thé M101: BP hién
hanh (BP 2021)
2. Lactose monohydrat: DDVN hi¢n hanh
(DBVN V)
1. Cellulose vi tinh thé M101: BP 2014 |- Povidon (Kollidon 30): B hi¢n
hanh (BP 2021)
2. Lactose monohydrat: DDVN IV 4C idon: BP hién hanh (BP
3. Povidon (Kollidon 30): BP 2014 oo lr;’Sp"‘” on: BEuen han
4 Crospov_ldon: BP2014 5. Magnesi stearat: DDVN hién hanh
A A ein z X . |5. Magnesi stearat: DDVN IV
Cap nhat tiéu chuan chat lugng ta 6. HPMC E6: BP 2014 (DBVN V)
126 |TOULALAN VD-27454-17  |Congty cophanduge |Congty cophanduoe | g1 ppmy N 07/12/2021 | 4o khi cap nhdt phién ban duoc |, i d. BP 2014 6. HPMC E6: BP hién hnh (BP 2021)
pham Pat Vi Phu pham Pat Vi Phu dién theo dugc dién hién hanh 7. Titan dioxyd: BP hién hanh (BP
. 8. Talc: DDVN IV
(MiV-N6) 9. PEG 4000: BP 2014 2021)
16 Pol sorbz‘\t 30 BP 2014 8. Talc: DDVN hién hanh (DDVN V)
oo ysombat O 9. PEG 4000: BP hién hanh (BP 2021)
11 Dau thau dau: BP 2014 10. Polysorbat 80: BP hién hanh (BP
12. Ethanol 96%: DDVN IV 2001) ¥ : ‘
13. Nube tinh khict: DOVN TV 11 Dau thiu diu: BP hién hanh (BP 2021)
12. Ethanol 96%: DDVN hién hanh
(DBVN V)
13. Nude tinh khiét: DDVN hién hanh
(DBVN V)
1. Alendronic acid (dudi dang
Alendronate natri): USP hién hanh
(USP- NF 2021)
1. Alendronic acid (duéi dang 2. Cellulose vi tinh thé: BP hién hanh (BP
Alendronate natri): USP 41 2021
L2 3. Silicon dioxyd: USP hién hanh (USP-
2. Cellulose vi tinh thé: BP 2013
3. Silicon dioxyd: USP 36 NF 2021)
’ Hoxyc: 4. Magnesi stearat: DDVN hién hanh
FYOA 2 £ 4. Magnesi stearat: DDVN IV
Cong ty cb phin duge  |Cong ty b phan dugc Thay doi tiéu chuan chat luong 5. Natri starch glycolat: BP 2013 (DBVNV)
127 |MESSI-10 VD-27445-17 phém Dat Vi Phit phém Dat Vi Phit 5922/TPTN-N 07/12/2021 ctia dugc chat, ta dugc khi cap 6. IPMC 615: BP 2013 5. Natri starch glycolat: BP hién hanh (BP
7.
8.
9.

PEG 6000: BP 2013
10. Ethanol 96%: DDVN IV
11. Nude tinh khiét: DDVN IV

8. Talc: DDVN hi¢n hanh (DDVN V)
9. PEG 6000: BP hién hanh (BP 2021)
10. Ethanol 96%: DDVN hién hanh
(DbVN V)

11. Nude tinh khiét: DDVN hién hanh
(DbVN V)
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M tiép nhén hd

Ndi dung dé nghi thay ddi bd

STT Tén thude S6 ding ky Co sé diing ky Co sé san xuit o Ngay tiép nhin sung/ Ma phan loai Théng tin d dwgc phé duyét Théng tin cip nhit thay dbi
1. Olanzapin: USP hién hanh (USP-
NF 2021)
2.Cellulose vi tinh thé: BP hién hanh (BP
2021)
1. Olanzapin: USP 38 3. Magnesi stearat: DDVN hién hanh
2. Cellulose vi tinh thé: BP 2010 (DQYN V). A s
. 4.Silicon dioxyd: USP hién hanh
3. Magnesi stearat: DDVN IV
4. Silicon dioxyd: USP 32 (USP- NF 2021)
5.HPMC E6: BP hién hanh (BP 2021)
PPN P 5. HPMC E6: BP 2010 - . A1
Cong ty cb phin duge  |Cong ty c¢b phan dugc Thay doi teu chuan chat uong 6.Titan dioxyd: BP 2010 6-Titan dioxyd: BP hién hanh (BP
128 (ZAPNEX-5 VD-27457-17 him Pat Vi Phi ’ him Dat Vi Phu ’ 608/ TDTN 15/02/2022 cua duoc chat, Eé duoc khi cap 7 Tale: DBVN IV 2021)
pham tat Vi Tht pham tat Vi tht nhat duge dién (MiV-N6) ae 7.Tale: DDVN hién hanh (DDVN V)
8.PEG 4000: BP 2010 s
8.PEG 4000: BP hién hanh (BP 2021)
9-Poly sorbat 80: BP 2010 9.Poly sorbat 80: BP hién hanh (BP
10.Dau thau dau: BP 2010 2021) ;
};Ei‘sz‘ﬂn?:;l?)ggvg v 10.D4u thiu dAu: BP hién hanh (BP 2021)
: : 11.Ethanol 96%: DDVN hién hanh
(DBVN V)
12.Nu6c tinh khiét: DDVN hién hanh
(DBVN V)
1. Amisulprid: EP hién hanh (EP 10)
2. Cellulose vi tinh thé (Avicel 101): BP
hién hanh (BP 2021)
1. Amisulprid: EP 7.0 3. Tinh bot ngd: BP hién hanh (BP 2021)
2. Cellulose vi tinh thé (Avicel 101): BP  [4. Povidon (Kollidon 30):BP hién hanh
2013 (BP 2021)
Cap nhat tiéu chuédn chét luong 3. Tinh bdt ng6: BP 2013 5. Croscarmellose natri: BP hién hanh (BP
Cong ty co phan duge  |Cong ty ¢6 phan dugc duogc chat, ta dugc khi cap nhat 4. Povidon (Kollidon 30): BP 2013 2021)
129 GAYAX VD-26497-17 ph'flm Pat Vi Pha ph'flm Pat Vi Pha S849/TDTN-N 1671172021 phién ban dugc dién hién hanh 5. Croscarmellose natri: BP 2013 6. Natri lauryl sulfat: BP hién hanh (BP
(MiV-N6) 6. Natri lauryl sulfat: BP 2013 2021)
7.. Magnesi stearat: DDVN IV 7.. Magnesi stearat: DDVN hi¢n hanh
8. Silicon dioxyd: USP 36 (DBVN V)
9. Nudc tinh khiét: DBVN IV 8. Silicon dioxyd: USP hién hanh (USP -
NF 2021)
9. Nude tinh khiét: DDVN hién hanh
(DBVN V)
o o ) 1. Croscarmellose natri: USP 39 }ll;iri:oscarmellose natri: USP -NF hién
Cong ty co phan duge  |Cong ty ¢6 phan dugc Cap nhat tiéu chuan ta dugc theo |2. Silicon dioxyd: USP 38 o . . s
130 SILVASTEN VD-28922-18 phém Dat Vi Phit phém Dat Vi Phit 4471/TDTN 23/08/2022 Duoe dién hién hanh (MiV-N6) 3 Tale: BP 2016 2. Silicon dioxyd: USP -NF hién hanh

4. Magnesi stearat: USP 38

3.Talc: BP hién hanh
4. Magnesi stearat: USP -NF hi¢n hanh
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M tiép nhén hd

Ndi dung dé nghi thay ddi bd

A A A = I 2 = 3 2, 2 A 5 A A A . ~ Py A Y . A A Re
STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
1. Cellulose vi tinh thé: USP 38 1. Cellulosa vi inh the: USP hign hanh
. 2.Glycerin: USP hién hanh
2.Glycerin: USP 38 N
3.Polysorbat 80: USP hién hanh
3.Polysorbat 80: USP 38 . s
. 4.Croscarmellose natri: USP hién hanh
4.Croscarmellose natri: USP 39 . N
R 5.Povidon: USP hién hanh
5.Povidon: USP 38 . L U
. .. 6.Silicon dioxid: USP hién hanh
R I 2 s .. |6.Silicon dioxid: USP 38 . N
Cone tv ¢b phin duo Cone tv ¢b phin duo Cap nhat tiéu chuan duoc chat, ta M i stearat: USP 38 7.Magnesi stearat: USP hién hanh
131 ESSEIL-5 VD-28905-18 [ -O& Y €O phan cuee  LONE Ly co phin Guoe 4260/TDTN 09/08/2022  |duoc theo Duge dién hién hanh |/ CEnest stearat 8.HPMC E6:USP hién hanh
pham Dat Vi Phu pham Dat Vi Phu i 8.HPMC E6: USP 37 . . N
(MiV-N6) . . 9.Titan dioxyd: USP hién hanh
9.Titan dioxyd: USP 38 .
10.Talc: BP hién hanh
10.Tale: BP 2016 11.Polyethylen glycol 4000: USP hi¢n
11.Polyethylen glycol 4000: USP 38 e : :
12.Dau thau ddu: BP 2015 12.Déu thiu dAu:BP hién hanh
13.Ethanol 96%: DBVN IV A s
14 Nude tinh khiét: DDVN IV 13.Ethanol 96%: DDVN hién hanh
: : 14.Nudc tinh khiét: DDVN hién hanh
1.Fexofenadin hydroclorid: USP hién
hanh (USP-NF 2021)
2.Lactose monohydrat: BP hién hanh
(BP2021)
1.Fexofenadin hydroclorid: USP 35 3.Cellulose vi tinh thé (Avicel 101): BP
2.Lactose monohydrat: BP 2013 hién hanh (BP2021)
3.Cellulose vi tinh thé (Avicel 101): BP  [4.Povidon: BP hién hanh (BP2021)
2013 5.Talc: DBVN hién hanh (DDVN V)
4.Povidon: BP 2013 6.Silicon dioxyd: USP hién hanh (USP-
5.Talc: DBVN IV NF 2021)
Cap nhat tiéu chudn chét lugng 6.Silicon dioxyd: USP 35 7.Magnesi stearat: DDVN hi¢n hanh
Cong ty cb phin duge  |Cong ty c¢b phan dugc dugc chét, ta dugc khi cap nhat 7.Magnesi stearat: DDVN IV (DBVN V)
132 MALAG-60 VD-26499-17 ph'flm Pat Vi Pha ph'flm Pat Vi Pha S872/TDTN-N 1771172021 phién ban dugc dién theo duge 8.Croscarmellose natri: BP 2013 8.Croscarmellose natri: BP hién hanh
dién hién hanh (MiV-N6) 9.HPMC E6: BP 2013 (BP2021)

10.Titan dioxyd: BP 2013
11.PEG 4000: BP 2013
12.Polysorbat 80: BP 2013
13.Dédu thiu dau: BP 2013
14.Ethanol 96%: DDVN IV
15.Nudc tinh khiét: DDVN IV

9.HPMC E6: BP hién hanh (BP2021)
10.Titan dioxyd: BP hién hanh (BP2021)
11.PEG 4000: BP hién hanh (BP2021)
12.Polysorbat 80: BP hi¢n hanh
(BP2021)

13.Ddu thu dau: BP hién hanh (BP2021)
14.Ethanol 96%:DDVN hién hanh
(DBVN V)

15.Nudc tinh khiét: :-DDVN hién hanh
(DBVN V)
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M tiép nhén hd

Ndi dung dé nghi thay ddi bd

A A A = I 2 = 3 2, 2 A 5 A A A . ~ Py A Y . A A Re
STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
1.Methylprednisolon: USP 36 1.Methylprednisolon: USP hién hanh
2.Lactose: DDVN IV 2.Lactose: DDVN hién hanh
3.Tinh bot mi: DDVN IV 3.Tinh bot mi: DDVN hién hanh
R FURY R FURY Cap nhat tiéu chun chit lugng 4. Microcrystalline cellulose 101: BP 4. Microcrystalline cellulose 101: BP hién
133 |TIAMESOLON 16 VD-26275-17 Cli’;i ‘Tyiclfaf:f“ duge C;’;i ‘Tyiclfaf:f“ duoe | 4 16TPTN 28/10/2021 | duoc chit va ta duoe khi cap nhat |2014 hanh
P P P P duogc dién (MiV-N6) 5.Natri starch glycolat: USP 36 5.Natri starch glycolat: USP hi¢n hanh
6.Bot Talc: DDVN IV 6.Bot Talc:DDVN hién hanh
7.Magnesi stearat: DDVN IV 7.Magnesi stearat: DDVN hién hanh
8 Nudc tinh khiét: DDVN IV 8 Nudc tinh khiét: DDVN hién hanh
1. Meloxicam: EP 8.0 1. Meloxicam: EP hién hanh
Cip nhat tiéu chudn chét lrong 2. Lactose: DBVN IV 2. Lactose: DDVN hién hanh
134 |TINANAL vD-26276-17  |Conety Cophan Duge 1Cong ty CO phan Duge | -3¢y 06/09/2021 | duoc chit va té duge khi cap nhat |- Lo botmi: DDVNTV 3. Tinh bot mi: DBVN hién hanh
pham Tipharco pham Tipharco duge dién (MiV-N6) 4. Bot Talc: DDVN IV 4. Bot Talc: DDVN hién hanh
: B 5. Magnesi stearat: DDVN IV 5. Magnesi stearat: DDVN hién hanh
6. Nudc tinh khiét: DDVN IV 6. Nudc tinh khiét: DDVN hién hanh
1. Cellulose vi tinh thé M101: EP hién
hanh (EP 10)
2. Lactose monohydrat: USP hién hanh
(USP-NF 2021)
3. Povidon: USP hién hanh (USP-NF
1. Cellulose vi tinh thé M101: EP 8.0 2021) . A s
4. Magnesi stearat: USP hién hanh
2. Lactose monohydrat: USP 38
. (USP-NF 2021)
3. Povidon: USP 38 . N
R 5. Croscarmellose natri: EP hién hanh
4. Magnesi stearat: USP 38
5. Croscarmellose natri: EP 8.0 (EP 10)
Cone ty ¢é phin duo Cone ty ¢é phin duo Cap nhit tiéu chuan chit lugng ta 6A Silicon dioxvd: USP 58 ’ 6. Silicon dioxyd: USP hién hanh (USP-
135 |JIMENEZ VD30341-18 | S ipna | 6488TDTN 16/12/2021 duge theo duge dién tham chidu | FUE PO NF 2021)
P : P : hién hanh( MiV-N6) : : 7. HPMC E6: USP hién hanh (USP-NF
8.Talc: BP 2016 2021

9. Titan dioxyd: USP 38

10. Polyethylen glycol 6000: USP 38
11. Ethanol 96%: DBVN IV

12. Nudc tinh khiét: DDVN IV

8. Talc: BP hién hanh (BP 2021)

9. Titan dioxyd: USP hién hanh (USP-
NF 2021)

10. Polyethylen glycol 6000: USP hi¢n
hanh (USP-NF 2021)

11. Ethanol 96%: DDVN hién hanh
(DBVN V)

12. Nuéc tinh khiét: DDVN hién hanh
(DBVN V)
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M tiép nhén hd

Ndi dung dé nghi thay ddi bd

STT Tén thude S6 ding ky Co sé diing ky Co sé san xuit o Ngay tiép nhin sung/ Ma phan loai Théng tin d dwgc phé duyét Théng tin cip nhit thay dbi
1. Atorvastatin calci trihydrat
(twong duong Atorvastatin 40 mg): USP
phién ban hién hanh
1. Atorvastatin calci trihydrat 2. Flowlac 100: USP phién ban hién hanh
(twong duong Atorvastatin 40 mg): USP  [3. Cellulose vi tinh thé M112: USP phién
41 ban hién hanh
2. Flowlac 100: USP 38 4. Crospovidon: BP phién ban hi¢n hanh
3. Cellulose vi tinh thé M112: USP 38 5. Croscarmellose natri: USP phién ban
4. Crospovidon: BP 2016 hién hanh
2 in 2 4 5. Croscarmellose natri: USP 39 6. Magnesi stearat: USP phién ban hién
Cong ty cd phin duge  |Cong ty cb phin duge Tl?ay doi tleli Chl,lan chat h_mflg 6. Magnesi stearat: USP 38 hanh
136 |VASLOR-40 VD-2848T-17 | im Pat Vi Phu pham Pat Vi Phit 6672/TDTN 301212021 cua duoc chat, td duoe khi cdp 1, ppyre pe. ygp 37 7. HPMC E6: USP phién ban hién hanh
nhit duge dien (MIV-NO) g™ 1 dioxyd: USP 38 8. Titan dioxyd: USP phién ban hién hanh
9. Talc: BP 2016 9. Talc: BP phién ban hién hanh
10. PEG 4000: USP 38 10. PEG 4000: USP phién ban hi¢n hanh
11. Polysorbat 80: USP 38 11. Polysorbat 80: USP phién ban hién
12. Déu thau diu: BP 2015 hanh
13. Ethanol 96%: DDVN IV 12. Déu thiu dau: BP phién ban hién hanh
14. Nude tinh khiét: DDVN IV 13. Ethanol 96%: DDVN phién ban hién
hanh
14. Nuéc tinh khiét: DDVN phién ban
hién hanh
1. Risperidon: EP hién hanh ( EP 10.0)
2. Cellulose vi tinh th8 M101: BP hién
hanh (BP 2021)
3. Povidon: BP hién hanh (BP 2021)
4. Acid citric khan: BP hié¢n hanh (BP
1. Risperidon: EP 7.0 2021)
2. Cellulose vi tinh thé M101: BP 2013 [5. Natri lauryl sulfat: BP hién hanh (BP
3. Povidon: BP 2013 2021)
4. Acid citric khan: BP 2013 6. Croscarmellose natri: BP hién hanh
5. Natri lauryl sulfat: BP 2013 (BP 2021)
6. Croscarmellose natri: BP 2013 7. Magnesi stearat: DDVN hién hanh
2ein 2 2 7. Magnesi stearat: DDVN IV (DBVN V)
. POy . FUITRY Thay do6i tiéu chuan chat luong L . o . a1
Cong ty ¢0 phan dugc  |Cong ty ¢o phan dugc L N - =, |8. Silicon dioxyd: USP 36 8. Silicon dioxyd: USP hién hanh (USP
137 |SERNAL VD26503-17 | 1 ni gat \2 Ph b ni gat \2 Ph 5915/TDTN-N 07/12/2021  |ctia ta duge khi cap nhat duge dién [ ol 1};1’ 013 1) Y

(MiV-N6)

10. Titan dioxyd: BP 2013

11. Tale: DDVN IV

12. PEG 4000: BP 2013

13. Poly sorbat 80: BP 2013
14. Déu thiu dau: BP 2013

15. Ethanol 96%: DDVN IV
16. Nudc tinh khiét: DDVN IV

9. HPMC E6: BP hién hanh (BP 2021)
10. Titan dioxyd: BP hi¢n hanh (BP
2021)

11. Talc: DDVN hién hanh (DDVN V)
12. PEG 4000 BP hién hanh (BP 2021)
13. Poly sorbat 80: BP hién hanh (BP
2021)

14. DAu thiu dau: BP hién hanh (BP 2021)
15. Ethanol 96%: DDVN hién hanh
(DDVN V)

16. Nude tinh khiét: DDVN hién hanh
(DDVN V)
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M tiép nhén hd

Ndi dung dé nghi thay ddi bd

STT Tén thude S6 ding ky Co sé diing ky Co sé san xuit o Ngay tiép nhin sung/ Ma phan loai Théng tin d dwgc phé duyét Théng tin cip nhit thay dbi
1. Methylprednisolon: USP phién ban hién
hanh
tstoy usp 3y [ s DOV i i
- e 2. Lacltjo;e: DBVN IV h;‘inh ; ' j
R PO R PO ap nhat tiéu chuan chat lwong  [3. Tinh bt mi: DDVN IV . A
138 |Tiamesolon 4 VD-28054-17  |C0nety Cophanduge |Cong ty Co phan duge 335/TDTN 19/01/2022 dugc chét, ta dugc khi cap nhaflgt 4. Natri starch glycolat: USP 36 4 Nari starch glycolat: USP phién ban
pham Tipharco pham Tipharco .2 . N hién hanh
duoc dién (MiV-N6) 5. Bot Talc: DBVN IV . e A1
X 5. Bot Talc: DBVN phién ban hién hanh
6. Magnesi stearat: DBVNIV 6. Magnesi stearat: DDVN phién ban hi¢n
7. Nuérc tinh khiét: DDVN IV hanh ;
7. Nude tinh khiét: DDVN phién ban hién
hanh
1. Methylprednisolon: USP phién ban hién
hanh
2. Lactose: DDVN phién ban hi¢n hanh
1. Methylprednisolon: USP 36 3. Tinh bot mi: DDVN phién ban hién
2. Lactose: DDVN IV hanh
. L . L Cap nhat tiéu chudn chét luong 3. Til.ih bot mi: ]_DDVN v 4.4 Mi_crocr?/stallin cellulose 101: BP phién
139 | TIPHAPRED M4 VD-27069-17 CoPg lleo phan dugc CoPg lleo phan dugc 124/ TDTN 19/01/2022 duoc chit, t duoc khi cap nhat 4. Mlcr‘ocrystallm cellulose 101: BP 2014 |ban hlgn hanh o
pham Tipharco pham Tipharco duge dién (MiV-N6) 5. Natri starch glycolat: USP 36 5. Natri starch glycolat: USP phién ban
; 6. Bot Talc: DDVN IV hién hanh
7. Magnesi stearat: DDVN IV 6. Bot Talc: DDVN phién ban hién hanh
8. Nudc tinh khiét: DDVN IV 7. Magnesi stearat: DDVN phién ban hién
hanh
8. Nudc tinh khiét: DDVN phién ban hién
hanh
1. Mannitol: BP hi¢n hanh (BP 2021)
2. Calci hydroxyd: BP hién hanh (BP
2021)
3. Crospovidon: BP hién hanh (BP
2021)
1. Mannitol: BP 2010 4. Magnesi stearat: DDVN hi¢n hanh
2. Calci hydroxyd: BP 2010 (DBVN V)
3. Crospovidon: BP 2010 5. Natri lauryl sulfat: BP hién hanh
4. Magnesi stearat: DDVN IV (BP 2021)
5. Natri lauryl sulfat: BP 2010 6. Hydroxypropylmethylcellulose: BP
Céng ty cé phin duge  |Cong ty cb phin dugc Thay doi tiéu chudn cht lugng org | rrepymewiecliose BE 2?@,;‘;;1:;5?;53{2;; hién hanh (BP
140 IMARTAZ VD-26500-17 phim Pat Vi Phi phim Pat Vi Phi 240/TPTN 17/01/2022 cua ta duge khi cap nhat dugc dién 7. Eudragit L100: BP 2010 2021)

(MiV-N6)

8. Talc: DBVN IV

9. Titan dioxyd: BP 2010

10. PEG 6000: BP 2010

11. Oxyd sit ving: DDVN IV
12: Ethanol 96%: DBVN IV
13.Nudc tinh khiét: DDVN IV

8. Talc DDVN: hi¢n hanh (DDVN V)
9. Titan dioxyd: BP hién hanh (BP
2021)

10. PEG 6000: BP hién hanh (BP
2021)

11. Oxyd sit ving: DDVN hién hanh
(DBVN V)

12. Ethanol 96%: DDVN hién hanh
(DBVN V)

13. Nude tinh khiét: DDVN hién hanh
(DBVN V)
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M tiép nhén hd

Ndi dung dé nghi thay ddi bd

A A A = , 2 = , 2 2 A by K A A . -~ A A A . ’ A s
STT Tén thuoc So ding ky Co sé dang ky Co s6 san xuat o Ngay tiep nhan sung/ Ma phin loai Théng tin da dwgc phé duyét Théng tin cap nhat thay doi
Thay déi tiéu chudn chét lwong
Cong ty cb phin duge  |Cong ty c¢b phan dugc ctia dugc chit Acid a1
141 |ZUIVER VD28A90-17 | Vi Phi b ot Vi Phi 4929/TDTN 08/09/2022 arsodeoxycholic khi cap nhat | ¥ % EP hién hanh (EP 10.0)
Dugc dién (MiV-N6)
1. Candesartan cilexetil: USP hién
1. Candesartan cilexetil: USP 35 hanh
’ ’ 2. Lactose monohydrat: DDVN hién hanh
2. Lactose monohydrat: DDVN IV ) . R o
. . R 3. Tinh bot ng6: BP hi¢n hanh
3. Tinh bot ngo: BP 2010 : A
E 4. Croscarmellose natri: BP hién hanh
4. Croscarmellose natri: BP 2010 s
YA 2 £ 5. Poly sorbat 80: BP hién hanh
Cone tv b phin duo Cone tv b phin duo Thay d6i tiéu chuan chat lugng  |5. Poly sorbat 80: BP 2010 6. Pol (Lutrol ® F127): BP hié
142 |GUARENTE-16 VD-28460-17 |08 COPhan cuee. LONE Ly co phin Guoe 609/TDTN 15/02/2022 ciia dwoc chét, ta duge khicap  |6. Poloxamer (Lutrol ® F127): BP 2010 |0, O oxamer (Lutro - B en
pham Dat Vi Phu pham Dat Vi Phu N 2 h K hanh
nhat dugc dién (MiV-N6) 7. Copovidon: BP 2010 . s
8. Cellulose vi tinh thé (Avicel 112): Bp |- Copovidon: BP hién hanh
2610 ’ 8. Cellulose vi tinh thé (Avicel 112): BP
. hién hanh
?b%iﬁ;i:]ﬁ;§étbgmév 9. Magnesi stearat: DDVN hién hanh
: o 10. Ethanol 96%: DDVN hién hanh
o Cong ty cb phin duge  |Cong ty cb phin dugce Cap nhit tidu chuin chit luong ta |1.Dinatri EDTA: EP 9.0 1.Dinatri EDTA: EP 10.0
143 | Clindacine 300 VD-18003-12 | 4 Vinh Phitc pham Vinh Phic S939/TDTN-N 222021 e (MiV-N6) 2.Alcol benzylic: USP 41 2.Alcol benzylic: USP-NF 2021
o PO N PO N A in 2 £ 1.Hyoscin-N-butylbromid: EP 9.6 1.Hyoscin-N-butylbromid: EP 10.0
144 |Vincopane VD-20892-14 C}?énni t\yﬁffl’] ;};1;11 duge C}?énni t\yﬁffl’] f}’)l;;r; duge | 445/ THTN 29/08/2022 dcisc“l’s;:‘f: SL}:S:I;I\C/I}?; l&‘g;‘& 2 Natri clorid: DBVN IV 2 Natri clorid: DDVN V
P P ° - 14 dug - 3. Nude dé pha thudc tiém: DPVN IV |3. Nu6e dé pha thudc tiém: DBVN V
X e Cong ty Cé phin Dugc - |Cong ty C6 phan Dugc - A Arria z £
145 |Vinorelbin Bidiphar | b5 06 18 | TTBYT Binh Binh TTBYT Binh Dinh 4408/TDTN 16/08/2022 | CAp nhdt tiéu chudn chat luong ¢y 4, USP-NF2022
10mg/1 ml L L thanh pham (MiV-N6)
(Bidiphar) (Bidiphar)
Cong ty C6 phan Dugc - [Cong ty C6 phan Dugc - PPN P
146 |Bleomycin Bidiphar | QLDB-768-19 | Trang thiét bi y té Binh | Trang thiét bi y té 4404/TDTN 16/08/2022 g}z&lﬁhf&“j‘&}l‘{‘fﬁxat lwong | ysp 42 USP-NF2022
binh (Bidiphar) Binh Dinh (Bidiphar) p B
Cong ty C6 phin Dugc - [Cong ty C6 phin Dugc - N PO x £ .
147 |Mefomid 850 VD-27263-17 | TTBYT Binh Pinh TTBYT Binh Binh 4651/TDTN 26/08/2022 | C3p nhat tiéu chudn chatluong 1 ;543 USP-NF2022
- o thanh pham (MiV-N6)
(Bidiphar) (Bidiphar)
Cong ty Cé phin Dugc - |Cong ty C6 phan Dugc - A Acria z £
148 |Bipisyn VD-23775-15 | Trang thiét bi y té Binh | Trang thiét bj y té 4760/TDTN 30/08/2022 S:-fp ;hiﬂnem}?;?;z;‘a‘ loong | ygpa3 USP-NF2022
Dinh (Bidiphar) Binh Dinh (Bidiphar) anh pham (v
149 |GONCAL VD-20946-14  |Céng ty ¢b phin GonSa E}?:ni g;"\zh;}?ﬁd“‘-’c 3541/TDTN 15/07/2022 ;};”)‘y doitén co s dang ky (MiV- | oo 4 phin Gon Sa Céng ty cb phan Gonsa
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Cong ty Cé phin Dugc - |Cong ty C6 phan Dugc - A Acria z £
150 |Todine VS-4878-14 | Trang thiét bj y té Binh | Trang thiét bi y té 3093/TBTN 21/06/2022 S:-fp ;h*i:f‘em}?;?;z;‘a‘ luong 1 gp 2018 BP 2021
Dinh (Bidiphar) Binh Dinh (Bidiphar) anh pham (M
Dung dich rira vét Cong ty ¢b phin duge  |Cong ty cb phin duge Cép nhit tiéu chuin chit lugng  |1.Natri clorid: DDVN IV 1.Natri clorid: DBVN V
151 g‘;‘;“g Natriclorid | VD-30953-18 | ' Vinh Phac pham Vinh Phic 3257/THTN 28106120221 1o chit, ta duoc (MiV-N6) 2. Nude dé pha thudc tiém: DBVN IV |2. Nu6e dé pha thubc tiém: DBVN V
,97
Cong ty C6 phan Dugc - [Cong ty C6 phan Dugc - A e A z £
152 |Lyoxatin 100 VD-23141-15 | Trang thit bi y té Binh | Trang thiét bj y té 3087/TDTN 21/06/2022 dcssc“l’sggi;}i‘“l";‘l‘:ifg;x’;%) EP 8.0 EP 10.0
binh (Bidiphar) Binh Dinh (Bidiphar) : P B
Cong ty C6 phan Dugc - [Cong ty C6 phan Dugc - A e A z £
153 |Lyoxatin 50 VD-23142-15 | Trang thit bi y té Binh | Trang thiét bj y té 3090/TDTN 21/06/2022 dcssc“l’sg:‘gi;}i“‘;‘;ﬁ}mx’ﬁ) EP 8.0 EP 10.0
binh (Bidiphar) Binh Dinh (Bidiphar) : P B
R PO R PO 1.Doxorubicin hydroclorid (Doxorubicin [1.Doxorubicin hydroclorid (Doxorubicin
.. Cong ty C6 phan Dugc - |Cong ty Co phan Duoc - N A in 2 £ N N
154 |Poxorubicin QLBB-693-18 | Trang thiét bi y t& Binh | Trang thiét bi y té 3608/TDTN 12/07/2022 | 3P nhét tiéu chuan chat lugng — Jhydrochloride): EP 9.0 _ [hwdrochloride): EP 10.0 o
Bidiphar 50 . - N . e dugc chat, ta dugc (MiV-N6) 2.Acid hydroclorid ( Hydrochloric acid): [2.Acid hydroclorid ( Hydrochloric acid):
binh (Bidiphar) Binh Dinh (Bidiphar)
BP 2018 BP 2020
1. Trimetazidine dihydroclorid: BP 2012 |1. Trimetazidine dihydroclorid: BP 2020
2. Lactose: DDVN IV 2. Lactose: DDVN V
3. Tinh bét ng6é: DDVN IV 3. Tinh bdt ng6: DDVN V
4. Sodium starch glycolate: USP 30 4. Sodium starch glycolate: USP 43
5. Tinh bt mi: DBDVN IV 5. Tinh bot mi: DBVN V
o bt tic chudn chit | 6. Bot Tale: DBVN IV 6. Bot Tale: DDVN V
155 |TIPHAREL VD-24283-16  |Cong ty CPDP Tipharco [Cong ty CPDP Tipharco| 548/TPTN-N 01022021 | AP B e v ;"6“5 7. Magnesi stearat: DDVN IV 7. Magnesi stearat: DDVN V
uge chat, td dwgc (MiV-N6) 8. Hydroxypropyl methyl cellulose: USP |8. Hydroxypropyl methyl cellulose: USP
32 43
9. Acid stearic: BP 2009 9. Acid stearic: BP 2020
10. Macrogol 6000: BP 2009 10. Macrogol 6000: BP 2020
11. Ethanol 96°: DDVN IV 11. Ethanol 96°: DDVN V
12. Nude tinh khiét: DDVN IV 12. Nude tinh khiét: DDVN V
Cong ty C6 phan Dugc - [Cong ty C6 phan Dugc - Céip nhit tiéu chuin chit luone t 1. Natri Clorid: USP 38 1. Natri Clorid: USP 42
156 |Eyesmox VD-33000-19 Trang thiét bi y t& Binh | Trang thiét bi y té 41/TDTN-N 05/01/2021 dl.xgc (MiV—N()) omng 2.Acid boric: BP 2016 2.Acid boric: BP 2020
binh (Bidiphar) Binh Dinh (Bidiphar) : 3.Natri borat: BP 2016 3.Natri borat: BP 2020
Cong ty Cé phin Dugc - |Cong ty C6 phan Dugc - Céip nhilt tiéu chuin chit lrone 1.Atropin sulfat: USP 41 1.Atropin sulfat: USP 42
157 |Atropin 0,1% VD-33721-19 | Trang thiét bi y té Binh | Trang thiét bj y té 462/TDTN-N 28/01/2021 d&sc chit, ta duoc (MiV-N6) € |2.Natri Clorid: USP 38 2 Natri Clorid: USP 42
Dbinh (Bidiphar) Binh Dinh (Bidiphar) : ’ : 3.Acid sulfuric: USP 40 3.Acid sulfuric: USP 42
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Cong ty Cé phin Dugc - |Cong ty C6 phan Dugc - Cép nhat tiéu chun chét luone 1. Atropin sulfat: USP 41 1. Atropin sulfat: USP 42
158 |Atropin 0,1% VD-33719-19 | Trang thiét bi y té Binh | Trang thiét bj y té 461/TDTN-N 28/01/2021 d&sc chit, ta duoc (MiV-N6) € |2.Natri Clorid: USP 38 2 Natri Clorid: USP 42
Dinh (Bidiphar) Binh Dinh (Bidiphar) : ’ : 3.Acid sulfuric: USP 40 3.Acid sulfuric: USP 42
Cong ty C6 phin Dugc - [Cong ty C6 phin Dugc - N PO x £ .
159 |Bironem lg VD-23138-15 | Trang thiét bi y té Binh | Trang thiét bj y té 4753/TPTN 30/08/2022 Ezfr’l;l’hfa“nf‘(‘;[}:{’/a;g?at luong | ygpan USP-NF2022
Dinh (Bidiphar) Binh Dinh (Bidiphar) P
Cong ty C6 phan Dugc - [Cong ty C6 phan Dugc - Céip nhit tiu chuin chat lron 1.Atropin sulfat: USP 41 1.Atropin sulfat: USP 42
160 [Atropin 0,1% VD-33720-19 Trang thiét bi y té Binh | Trang thiét bi y té 463/TDTN-N 28/01/2021 dl.xgc cﬁ At 14 duoc (MiV—N(;) & 2.Natri Clorid: USP 38 2.Natri Clorid: USP 42
binh (Bidiphar) Binh Dinh (Bidiphar) : ’ : 3.Acid sulfuric: USP 40 3.Acid sulfuric: USP 42
Dia chi co so dang ky xin thay dbi:
Thay déi dia chi co so dang ky va |Dia chi co so dang ky da duyét: 8627, | o0 27> Duong 3A, Khu Cong Nehi¢p Bién
Cong ty C6 Phin Dugce  [Cong ty C6 Phan Dugc o 56 san xuét thudc thanh pham  |Pudng 3A, Khu Cong Nghiép Bién Hoa Heall, ‘Phuong An Binh, Tp. Bién Hoa,
161 [Azicrom 200 VD-20231-13 bl ) 2 ) 555/TDTN-N 01/02/2021 A FUPNRY . A T j Tinh Dong Nai.
Pham OPV Pham OPV (khong thay d6i dia diém) (MiV- (2, Dong Nai. . . . PO 2.
. L . £ ax Gk Dia chi co so san xuat xin thay doi:
N1 & MiV-N9) Dia chi co so san xuat da duyét: SO 27, H N « r yin
Dudme 3A. Khu Cane Nehién Bién Hoa S6 27, Buong 3A, Khu Cong Nghiép Bién
D 8 Nelep Hoa IT, Phuomg An Binh, Tp. Bién Hoa,
> Dong Nal. Tinh Ddng Nai.
1. Kém gluconat: USP40 1. K&ém gluconat: USP 43
2.Lactose monohydrat: EP 8.0 2.Lactose monohydrat: EP 10.0
3.Natri croscarmellose: BP 2015 3.Natri croscarmellose: BP 2019
Céng ty C6 phan Dugc - [Cong ty C6 phan Dugc - N A in 2 £ 4.Microcrystalline cellulose (PH 101): 4.Microcrystalline cellulose (PH 101): BP
162 |Tozinax VD-26368-17 | Trang thiét bi y té Binh | Trang thiét bi y té 967/TDTN-N 10/03/2021 dcssc“i’}"l‘;“f:gzszrz;ﬁi‘; llil‘g;@ BP 2016 2019
Pinh (Bidiphar) Binh Dinh (Bidiphar) : > : B 5.Povidone K30: USP 39 5.Povidone K30: USP 43
6.Colloidal silicone dioxide: USP 38 6.Colloidal silicone dioxide: USP 43
7.Magnesi stearat: BP 2016 7.Magnesi stearat: BP 2020
8.Nudc tinh khiét: DDVN IV 8.Nudc tinh khiét: DDVN V
Cong ty Cé phin Dugc - |Cong ty C6 phan Dugc - N JUR 2 i 1.Docetaxel anhydrous: EP 9.0 1.Docetaxel anhydrous: EP 10
it Ao e A Cap nhat tiéu chuan chat luong PP PP
163 |Bestdocel 20mg/1ml QLDB-766-19 Trang thiét bi y t€ Binh | Trang thiét bi y t& 968/ TDTN-N 10/03/2021 duoc chit, ta durge (MiV-N6) 2.Acid citric khan: BP 2016 2.Acid citric khan: BP 2020
Dinh (Bidiphar) Binh Dinh (Bidiphar) oc chdl, ta duoe (V1 3.Ethanol tuyét dbi: BP 2016 3.Ethanol tuygt dbi: BP 2020

30




M tiép nhén hd

Ndi dung dé nghi thay ddi bd

A A A = I 2 = 3 2 2 A 5 A A A . ~ Py A Y . A A Re
STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
1.Cefixim trihydrat: USP 37 1.Cefixim trihydrat: USP 43
2. Crospovidone (Kollidon CL): USP 38 |2.Crospovidone (Kollidon CL): USP 42
A FORRY A FORRY 3. Xanthan gum: EP 8.0 3.Xanthan gum: EP 10.0
Cong ty C6 phan Dugc - |Cong ty Co phan Duoc - - A in 2 £ . . . . . .
164 |Bicebid 100 VD-28221-17 | Trang thiét bi y té Binh | Trang thit bj y té 960/TDTN-N 10/03/201 | C2P nhat tiéu chuan chat luong 4. Pearlitol 200 (Manitol) SD: EP 8.0 4-Pearlitol 200 (Manitol) SD: EP 10.0
Binh (Bidiphar) Binh Pinh (Bidiphar) dugc chat, ta duge (MiV-N6) 5.Colloidal silicon dioxide: USP 38 5.Colloidal silicon dioxide: USP 43
: P : P 6.Acesulphame kali: BP 2013 6.Acesulphame kali: BP 2019
7.Microcrystalline cellulose 101: BP 2016 [7.Microcrystalline cellulose 101: BP 2019
8.Natri benzoat: BP 2013 8.Natri benzoat: BP 2020
Cong ty cb phin duge  |Cong ty c¢b phan dugc Cép nhit tidu chuén chit luong
165 |Epalrest QLDB-678-18 Nam Thién Phtic phém Sao Kim 506/TDTN-N 28/01/2021 duoe chit Epalrestat (MiV-N6) JP 16 JP 17
Cong ty C6 phan Dugc - [Cong ty C6 phan Dugc - A e A z £
166 |Bironem 500 VD-23139-15 | Trang thiét bi y t Binh | Trang thiét bj y té 4752/TDTN 30/08/2022 g}z&;’hfa“nf‘&}l‘{‘/a;g?at lwong | ysp3z USP-NF2022
binh (Bidiphar) Binh Dinh (Bidiphar) p B
Cong ty C6 phan Dugc - [Cong ty C6 phan Dugc - A e A z £
167 |Tocimat 180 VD-25350-16 | Trang thiét bi y té Binh | Trang thiét bi y té 4407/TDTN 16/08/2022 EZilThfatln?(l&?{l/a;g?at lwong | ysp 43 USP-NF2022
Pinh (Bidiphar) Binh Dinh (Bidiphar) p B
Cong ty C6 phan Dugc - [Cong ty C6 phan Dugc - Cap nhat tiéu chudn chét lugng
168 |Kingdomin vita C VD-25868-16 Trang thiét bi y té Binh Trang thiét bi y té 4756/TDTN 30/08/2022 dugc chét Vitamin C (Acid USP 35 USP-NF2021
binh (Bidiphar) Binh Dinh (Bidiphar) ascorbic) (MiV-N6)
Cong ty C6 phan Dugc - [Cong ty C6 phan Dugc - Cap nhit tiéu chudn chét lugng
169 |Bitolysis 1,5% VD-18929-13 Trang thiét bi y té Binh Trang thiét bi y té 4139/TDTN 03/08/2022 dugc chét Natri lactat (Sodium USP32 USP-NF2021
binh (Bidiphar) Binh Dinh (Bidiphar) lactate) (MiV-N6)
R PO L. (?ohstlmethat natri (Colistimethate 1. Colistimethat natri (Colistimethate
Cone tv b pha Cong ty Co phan Dugc - Cap nhit tiéu chudn chat luone sodium): EP 9.0 dium): EP 10.0
170 |Colirex 1 MIU VD-21825-14 | ON& W cophan Trang thiét bi y té 4329/TDTN 11/08/2023 dp NI Hew chuan ¢hat WONE 1y 'Natri clorid (Sodium chloride): BP ~ [SOCW™: 57 0.7 .
Sundial Pharma N . e dugc chat, ta dugc (MiV-N6) 2. Natri clorid (Sodium chloride): BP 2021
Binh Dinh (Bidiphar) 2010 3. Nuéc cit pha tiém: DDVN V
3. Nudc cét pha tiém: DDVN IV - uoe cat pha tiem:
Bitolysis 1.5% low Cong ty Cé phin Dugc - |Cong ty C6 phan Dugc - Cép nhit tiéu chuén chit luong
171 calciy o VD-18930-13 | Trang thiét bi y t¢ Binh | Trang thiét bi y ¢ 4140/TDTN 03/08/2022  |duoc chét Natri lactat ( Sodium | USP32 USP-NF2021
Dinh (Bidiphar) Binh Dinh (Bidiphar) lactate) (MiV-N6)
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1.Acid Thioctic:EP 7.0 1.Acid Thioctic: EP 10.0
2.Ascorbyl palmitat: EP 7.0 2.Ascorbyl palmitat: EP 10.0
3.Déu dau nanh: USP 38 3.Dau dau nanh: USP-NF 2022
4.Sap ong tring: USP 38 4.Sap ong tring: USP-NF 2022
5.Gelatin: USP 38 5.Gelatin: USP-NF 2022
- Cong ty co phan dugc  |Cong ty ¢ phan duogc Cap nhét tiéu chuan chat luong 6.Glycerin: USP 38 6.Glycerin: USP-NF 2022
172 Vinpoic 200 VD-30604-18 | 1 &m Vinh Phic pham Vinh Phic 4385TDTN 17/08/2022 1 4 1oc chit, ta duge (MiV-N6) 7.Sorbitol 70%: EP 7.0 7.Sorbitol 70%: EP 10.0
8.Nudc tinh khiét: DDVN IV 8.Nudc tinh khiét: DDVN V
9.Ethyl vanilin: USP 38 9.Ethyl vanilin: USP-NF 2022
10.Methylparaben: BP 2013 10.Methylparaben: BP 2022
11.Propylparaben: BP 2013 11.Propylparaben: BP 2022
12. Titan dioxid: USP 38 12. Titan dioxid: USP-NF 2022
Cong ty C6 phan Dugc - [Cong ty C6 phan Dugc - Cap nhit tiéu chudn chét lugng
173 |[Bitolysis 4,25 % VD-18933-13 Trang thiét bi y té Binh | Trang thiét bi y té 4141/TDTN 03/08/2022 dugc chét Natri lactat (Sodium USsP32 USP-NF2021
binh (Bidiphar) Binh Dinh (Bidiphar) lactate) (MiV-N6)
Congty C é phén Duqc -|congty © é phén Duqc . Cip it tidu chudn e o é gzlrl clorid ( Sodium Chloride): BP é gilrl clorid ( Sodium Chloride): BP
174 (Kydheamo-2B VD-30651-18 Trang thiét bi y té Binh | Trang thiét bi y t& 3833/TBTN 25/07/2022 : T . ; . . . .
Dinh (Bidiphar) Binh Dinh (Bidiphar) duoc chat (MiV-N6) 2.Natri hydrocarbonat ( Sodium 2.Natri hydrocarbonat ( Sodium Hydrogen
Hydrogen carbonate): EP 9.0 carbonate): EP 10.0
1. Lactose: DDVN IV 1. Lactose: DDVN V
2. Tinh bét ng6é: DDVN IV 2. Tinh bdt ng6: DDVN V
3. PVP K; (Poly vinyl pyrrolidon): USP  |3. PVP Kj, (Poly vinyl pyrrolidon): USP
36 2021
4. DST (Sodium starch glycolat): BP 2013|4. DST (Sodium starch glycolat): BP 2022
5. Tale: DBDVN IV 5. Tale: DBVN V
175 |Robestatine VD-29624-18 Cf)r_lg ty ¢b phan Dugc Cf)r_lg ty c6 phan Dugc 5526/TDTN 04/10/2022 Cap HhﬁE tié}l chuan chét luong 6. Magnesi stearat: DDVN IV 6. Magnesi stearat: DDVN V
Enlie Enlie dugc chat, ta dugc (MiV-N6) 7. HPMC 606 (Hydroxypropyl methyl 7. HPMC 606 (Hydroxypropyl methyl
cellulose): EP 2013 (EP 7.0) cellulose): EP 10.6
8. Titan dioxyd: DDVN IV 8. Titan dioxyd: DDVN V
9. PEG 6000 (Polyethylen glycol): USP  [9. PEG 6000 (Polyethylen glycol): USP
36 2021
10.Ethanol 96%: DDVN IV 10.Ethanol 96%: DBVN V
11. Nudc tinh khiét: DDVN IV 11. Nudc tinh khiét: DDVN V
1. Bromhexin hydroclorid: EP 8.0 1. Bromhexin hydroclorid: EP 10.0
2. Lactose: EP 8.0 2. Lactose: EP 10.3
3. Tinh bot: EP 8.0 3. Tinh bot: EP 10.0
4. Poly vinyl pyrrolidon (PVP K30): US |4. Poly vinyl pyrrolidon (PVP K30): US
o PO o PO N PP 2 £ 38 2021
176 |Bromhexin VD-30227-18  |[Conety cophanDuge jCongty cophanDuoc | 505, pppy 11/10/2022  |C4P nhat tiéu chudn chat luong 5. pp g 5 Talc: EP 10.6
Enlie Enlie dugc chat, ta duge (MiV-N6)

6. Natri starch glycolat: EP 8.0

7. Magnesi stearat: EP 8.0

8. Colloidal silicon dioxid (Aerosil): USP
38

9. Nude tinh khiét: DDVN IV

6. Natri starch glycolat: EP 10.6

7. Magnesi stearat: EP 10.6

8. Colloidal silicon dioxid (Aerosil): USP
2021

9. Nuée tinh khiét: DDVN V
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1. Dexamethason (dudi dang 1. Dexamethason (dudi dang
Dexamethason acetat): USP 38 Dexamethason acetat): USP 43
2. Lactose: EP 8.0 2. Lactose: EP 10.3
3. Tinh bot: EP 8.0 3. Tinh bét: EP 10.0
Cong ty ¢6 phan Dugc  |Cong ty c¢6 phan Dugc Cap nhat tiéu chuan chat luong 4. PVP K30: USP 38 4. PVP K30: USP 2021
177 |DEXAMETHASON | = VD-28779-18 | .- Enlie S633/TDTN 1171072022 dugc chit, ta dugc (MiV-N6) 5. Talc: EP 8.0 5. Talc: EP 10.6
6. Natri starch glycolat: EP 8.0 6. Natri starch glycolat: EP 10.6
7. Magnesi stearat: EP 8.0 7. Magnesi stearat: EP 10.6
8. Aspartam: USP 38 8. Aspartam: USP 2021
9. Nudc tinh khiét: DDVN IV 9. Nudc tinh khiét: DDVN V
Cong ty Co phan Dugc - |Cong ty Co phan Dugc - R e n 2 2 ,
178 |Bifumax 750 VD-24934-16 | Trang thiét bi y té Binh | Trang thiét bj y té 4143/TPTN 03/08/2022 dcssc"g‘-l‘; ;;e:af};‘;“antgl‘zt (ﬁ?{f&) DBNN IV DDNN V
Dinh (Bidiphar) Binh Dinh (Bidiphar) :
Bitolysis 2,5% low Cong ty Cfl) phén Duqc - |Cong ty Cfl) phén Duqc - Cap nhz_ity tiéu chudn chét lugng
179 calei ? VD-18932-13 Trang thiét bi y té Binh | Trang thiét bi y t& 4142/TDTN 03/08/2022 dugc chat Natri lactat (Sodium USsP32 USP-NF2021
binh (Bidiphar) Binh Dinh (Bidiphar) lactate) (MiV-N6)
1. Ambroxol hydroclorid: EP 8.0 1. Ambroxol hydroclorid: EP 10
2.Saccharose (Puong RE): USP 37 2.Saccharose (Puong RE): USP 43
3.Kali acesulfam: BP 2015 3.Kali acesulfam: BP 2021
4.Glycerin: USP37 4.Glycerin: USP 43
5.Acid citric monohydrat: BP 2016 5.Acid citric monohydrat: BP 2020
Cong ty Cé phin Dugc - |Cong ty C6 phan Dugc - N SR 2 :, ., |6.Trinatri citrat dihydrat: BP 2016 6.Trinatri citrat dihydrat: BP 2020
. A oz A x Cap nhét tiéu chuan duoc chat, ta L L.
180 |Latoxol kids VD-28238-17 Trang thiét bi y t€ Binh | Trang thiét bi y t& 5488/ TDTN-N 03/11/2021 duoc (MiV-N6) 7.EDTA (Disodium Edetate Hydrate): JP [7.EDTA (Disodium Edetate Hydrate): JP
binh (Bidiphar) Binh Dinh (Bidiphar) ) 16 17
8.Natri benzoat: EP8.0 8.Natri benzoat: EP 10
9.Dung dich Sorbitol 70% (Neosorb 9.Dung dich Sorbitol 70% (Neosorb
70/70): EP 8.0 70/70): EP 10
10.Vanillin: USP 38 10.Vanillin: USP 43
11.Nu6c cat: DDVN IV 11.Nuéc cat: DDVN V
R PO R PO Céap nhat tiéu chuan chat luon,
181 |Lucikvin vD31252-18  |COnetycophanduge - |Congty cophanduoe | 5347 ppy 27/09/2022 dugc chit Meclofenoxat HCI | 1P XVII JP XVIII
pham Vinh Phuc pham Vinh Phuc !
(MiV-N6)
N FURY R FURY A e A i £ £ 1. Duogc chat Etamsylat: BP 2022
. Cong ty co phan dugc  |Cong ty ¢ phan duogc Cap nhét tiéu chuan chat luong 1. Duoc chat Etamsylat: BP 2012 2 PR n
182 [Vincynon VD-20893-14 phém Vinh Phiic phém Vinh Phiic 5348/TDTN 27/09/2022 duoc chit, t4 duoc (MiV-N6) 2. Nue dé pha thu bc tiom: DPVN IV 2. Nudc dé pha thuoc tiém: DDVN hién

hanh
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Ndi dung dé nghi thay ddi bd

A A A = , 2 = , 2, 2 A 5 A A A . ~ Py A A . ’ A s
STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
1. Amlodipin (duéi dang Amlodipin 1. Amlodipin (duéi dang Amlodipin
besilate): EP 8.0 besilate): EP 10.0
. Cong ty cb phin Duge  [Cong ty cb phin Dugc Cap nhit tidu chudn chit lugng  |2. Starch: 500: USP 38 2. Starch: 500: USP 2021
183 |Becamlodin VD-31037-18 Enlie Enlie 3522/TBTN 04/10/2022 duoc chét, ta duoc (MiV-N6) 3. Magnesi stearat: EP 8.0 3. Magnesi stearat: EP 10.6
4. Talc: EP 8.0 4. Talc: EP 10.6
5. Natri starch glycolat: EP 8.0 5. Natri starch glycolat: EP 10.6
1. Lincomycinhydroclorid: EP 8.0 1. Lincomycinhydroclorid: EP 10.0
. P . PO N - 2. Tinh bdt ngd: EP 8.0 2. Tinh bot ngd: EP 10.0
184 [Lincomycin 500mg | VD-31038-18 gzlr:g ty ¢ phan Duge gzlr:g tycophanDuoe | so) ) rpry 04/10/2022 dcssc“l’s;:‘f:;i‘;z“zgﬁ:_ﬁg;% 3. Natri starch glycolat: EP 8.0 3. Natri starch glycolat: EP 10.6
: ? : 4. Talc: EP 8.0 4. Talc: EP 10.6
5. Magnesi stearat: EP 8.0 5. Magnesi stearat: EP 10.6
Cong ty C6 phan Dugc - [Cong ty C6 phan Dugc - A e A PRI 2
185 |Canpaxel 30 VD-21631-14 | Trang thiét bi y té Binh | Trang thiét bj y t& 4658/ TDTN 26/08/2022 (Cl\ili’\f_hﬁ;)“eu chuan thanh pham 1 ;¢p 4, USP-NF2022
binh (Bidiphar) Binh Dinh (Bidiphar)
Cong ty Cé phin Dugc - |Cong ty C6 phan Dugc - A Acia 2.
186 |Alton C.M.P VD-27252-17 | Trang thiét bi y té Binh | Trang thiét bj y té 4476/TPTN-N 30/09/2021 &aﬁgi‘z;ﬁ‘\‘;ﬁ;ﬂ dduge D- - Hpp g EP 10.0
Dinh (Bidiphar) Binh Dinh (Bidiphar)
Cong ty C6 phan Dugc - [Cong ty C6 phan Dugc - A e A 2. ,
187 |Bidilucil 250 VD-20666-14 | Trang thiét bi y té Binh | Trang thiét bj y t& 4473/TPTN-N 30/09/2021 E:fl’znﬁil (ﬁfvc?\?s)n @ duge Aleol |5 018 BP 2020
binh (Bidiphar) Binh Dinh (Bidiphar) 4
Cong ty Cé phin Dugc - |Cong ty C6 phan Dugc - A Acia 2. ,
188 |Bidilucil 500 VD-20667-14 | Trang thiét bi y té Binh | Trang thiét bj y té 4474/TPTN-N 30/09/2021 E:rf’z“ﬁit (“bjf\f};‘g‘;l @ duge Aleol |50 018 BP 2020
Dinh (Bidiphar) Binh Dinh (Bidiphar) 4
Chi nhénh cane ty ¢é 1. Kali sorbat: EP 9 1. Kali sorbat: EP 10
Cong ty cb phan duge  [phn duoc hail }(])PC Cép nhat tiéu chuén chit lugng t4 | cid citric khan: BP 2019 2. Acid citric khan: BP 2020
189 |OP.COPAN® VD-33501-19 gty O p o¢  |phan cuoe b ) 4924/TPTN-N 06/10/2021 4p gt &R 13 Cremophor RH 40: USP 42 3. Cremophor RH 40: USP 43
pham OPC tai Binh Duong - Nha dugce (MiV-N6)
may duoc phim OPC 4. Sucralose: USP 42 4. Sucralose: USP 43
y duoep 5. Dung dich sorbitol: EP 9 5. Dung dich sorbitol: EP 10
Chi nhanh cong ty c&
Cao Linh Chi Cong ty ¢b phan duge  |phan dugc phim OPC Cap nhit tiéu chuin chit lugng ta
190 Lingzhi Extract VD-18321-13 phdm OPC tai Binh Duong - Nha 4925/TDTN-N 06/1022021 dugc 'Natri benzoat (MiV-N6) EP9 EP 10
may dugc phdm OPC
A 213 A 213 24 . . , | L6 1-8-2, Puong D8, Khu Cong nghé L6 1-8-2, Buong D8, Khu Cong nghé cao,
191 |Nautamine VD29364-18  |C0n8ty o0 phan Sanofi | Cong ty d phan Sanofi | - g7 ppyp 1271072001 | 1hay o dia chi clia co'so dang ky | by oo 1 ong Thach My, Quan 9, |Phuong Long Thach My, Tp. Thii Bitc,

Viét Nam

Viét Nam

(MiV-N1)

Tp. H) Chi Minh, Viét Nam

Tp. H) Chi Minh, Viét Nam
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Ndi dung dé nghi thay ddi bd

A A A = I 2 = 3 2 2 A 5 A A A . ~ Py A Y . A A Re
STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
1.Pantoprazol natri sesquihydrat: USP 37 ébl;azmop razol natri sesquihydrat: USP-NF
2‘P.VP K}OZ [{SP 37 2.PVP K30: USP-NF 2022
3.Tinh bot ngd: BP 2013 . N R
3.Tinh bot ngd: BP 2022
4.Lactose monohydrat: USP 37
Cong ty ¢b phan duge  |Cong ty ¢b phin dugc Cap nhat tiéu chudn chét lugng 5.Avicel PH 101: USP 37 4.Lactose monohydrat: USP-NF 2022
192 |Vintolox VD-30607-18  [On8 1Y 0 phan dug ng ty co phan dug 4384/TDTN 17/08/2022 [P M B RAENA I S 5. Avicel PH 101: USP-NF 2022
pham Vinh Phuc pham Vinh Phuc duogc chat, ta duge (MiV-N6) 6.Magnesi stearat: USP 37 .
. 6.Magnesi stearat: T USP-NF 2022
7.Eudragit L100: USP 37 .
3 PEG 6000: USP 37 7.Eudragit L100: USP-NF 2022
. L 8.PEG 6000: USP-NF 2022
9.Titan dioxid: : BP 2013 . ..
10.Talc: USP 37 9.Titan dioxid: BP 2022
’ ' 10.Talc: USP-NF 2022
Chi nhanh cong ty cb A e A z £
« 2 1 X 2 Cap nhat tiéu chuan chat luong . .
193 |Thude ro mieng Nyst|  VD-26961-17  [©ongty cophanduge |phan dugc pham OPC 2475/TBTN 220612022 |duoc chét va ta duoc khi cap nhat |1 hstatin: EP 9 1. Nystatin: EP 10
pham OPC tai Binh Duong - Nha " 2. Sorbitol: EP 9 2. Sorbitol: EP 10
. 2 dugc dién (MIV-N6)
may dugc pham OPC
1. Sucralfat: USP 39 1. Sucralfat: USP 2021
2. Methocel K4M: USP 39 2. Methocel K4M: USP 2021
3. Glycerin: USP 39 3. Glycerin: USP 2021
4. Propylen Glycol: USP 39 4. Propylen Glycol: USP 2021
. Thay di tiéu chuan chét lwgng |5 Sorbitol: USP 39 5. Sorbitol: USP 2021
194 ;gé\g-sucm MFAT | Vp30103-18 E;’c“ighﬁff Ig;":h o |Congty co phin SP.M | 4258/THTN 10/08/2022  |duge chat va ta duoc khi cap nhat 6. Vanilin: USP 39 6. Vanilin: USP 2021
: et Dugc dién (MiV-N6) 7. Aspartam: USP 39 7. Aspartam: USP 2021
8. Methyl paraben: USP 39 8. Methyl paraben: USP 2021
9. Propyl paraben: USP 39 9. Propyl paraben: USP 2021
10. Aerosil: USP 39 10. Aerosil: USP 2021
11. Nuéc tinh khiét: DDVN IV 11. Nuéc tinh khiét: DDVN V
Céng ty ¢b phin dugc Chi nhanh Céng ty c6
. g ) x i phan dugc phim trung Cap nhit tiéu chudn chét lugng 1.Amoxicillin trihydrate: EP 8.0 1.Amoxicillin trihydrate: EP 10.4
195 |Amoxycilin 500mg VD-22331-15 s]hIaDnIlPtIr;ﬁg uong uvong VIDIPHA Binh 1918/TDTN 26/04/2022 duoc chét, ta duge (MiV- N6) 2.Magnesium stearate: DDVN IV 2.Magnesium stearate: DDVN V
Duong 3.Sodium lauryl sulfate: BP 2013 3.Sodium lauryl sulfate: BP 2020
1.Crospovidone: USP 34-NF 29 1.Crospovidone: USP 43-NF 38
2.Microcrystallin cellulose (Avicel): BP  |2.Microcrystallin cellulose (Avicel): BP
Cong ty b phén duoc Chi nhanh Céng ty cb 2013 2020
. g ) z . phan dugc phidm trung Cap nhat tiéu chuan cht lugng ta |3.Low-substituted hydropropyl cellulose ~ [3.Low-substituted hydropropyl cellulose
196 |Augicine 625 VD-22533-15 I\’,}};“;l:ﬁl/‘;g uong uwong VIDIPHA Binh 1917/TDTN 2600412022 4 e (MiV- N6) 21 (L-HPC21): USP 34- NF 29 21 (L-HPC21): USP 43- NF 38
Duong 4.Colloidal anhydrous silica (aerosil): BP [4.Colloidal anhydrous silica (aerosil): BP
2013 2020
Céng ty ¢b phan duoc C;‘allfld“i‘;}; C}‘l’:f; ZHC;’ Cao nhit ticu chukn chi luom 1.Tramadol HCL: EP 8.0 1.Tramadol HCL: EP 10.6
197 |Privagin VD-19966-13  [phém trung wong EO ' VIiDIEH B hg 1919/TDTN 26/04/2022 d{xg bt 1 durgs (MV- N 6)g 2.Sodium acetate trihydrate: BP 2007 |2.Sodium acetate trihydrate: BP 2020
VIDIPHA Duf:fng m oc chdl, ta duoe (V1 3.Nudc cét: DDVN IV 3.Nudc cét: DDVN V
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STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
1.Thanh pham: DDVN IV 1.Thanh pham: DDVN V
Cong ty cé phin duoc Cl?j ngla;;h C}o;lg tt}rl cd Cap nhat tiéu chudn chét ugng 2i1me;)'rr}1Ey1;:§1 élydrochlorlde (nguoén HEC Ziijc;)'n}éyPc11110h8/drochlor1de (nguoén HEC
198 |Lincomycin 500mg | VD-29184-18  |phim trung wong phan Cuoe phdm trung | » g7 rpTN 03/06/2022  |thanh phim, dwoc chit, ta duge [P or): BF S _ A pharm): B 19 _ \
VIDIPHA uong VIDIPHA Binh (MiV-N6) 3.Lincomycin hydrochloride (nguon 3.Lincomycin hydrochloride (nguon
Duong TOPFOND): EP 8.0 TOPFOND): EP 10.0
4.Magnesium stearat: DDVN IV 4.Magnesium stearat: DDVN V
Cong ty ¢b phin dugc Cllj’;;‘glag: C}T;i Zuc:: Cio nht ti6u chudn chit luome |1 Thanh phim: DEVN IV 1.Thanh phim: DBVN V
199 |Dexamethason VD-28118-17  [phém trung wong meg VIbIgH N Binhg 2696/TDTN 03/06/2022 lh;r’lh phi 1 dugo (MIV. NE) 2.Disodium edetate: BP 2013 2.Disodium edetate: BP 2020
VIDIPHA ? : B 3.Glycerin: DDVN IV 3.Glycerin: DBVN V
Duong 4.NuGe dé pha thudc tiém: DDVN IV |4.Nuéc dé pha thudc tiém: DDVN V
1.Cefpodoxime proxetil: USP 38 1.Cefpodoxime proxetil: USP 43
2.Sodium benzoate (Natri benzoat): 2.Sodium benzoate (Natri benzoat):
DDBVN IV DBbVNV
3.Aspartame (Aspartam): DDVN IV 3.Aspartame (Aspartam): DDVN V
4.Mannitol (Manitol): DDVN IV 4.Mannitol (Manitol): DDVN V
Lo, N 2 5.Crospovidone (Crospovidon): BP 2013 [5.Crospovidone (Crospovidon): BP 2020
Cong ty cd phan dugc C}EITE?;;}; C}(:gitl};ucﬁ Céip nhit tiéu chuin chat lron 6.Carboxymethylcelluse sodium (Natri 6.Carboxymethylcelluse sodium (Natri
200 |Cerabes VD-30558-18  [phém trung wong EO ' VIiDIEH B hg 1421/TDTN 21/03/2022 d{xg bt 1 durgs (MIV- N 6)g C.M.C): USP 34 C.M.C): USP 43
VIDIPHA Duf:fn n oc chal, ta duge (M 7.Sodium citrate (Natri citrat): DDVN IV |7.Sodium citrate (Natri citrat): DDVN V
g 8.Saccharin sodium (Natri saccharin): BP |8.Saccharin sodium (Natri saccharin): BP
2013 2020
9.Colloidal anhydrous silica (Aerosil): 9.Colloidal anhydrous silica (Aerosil): BP
BP 2013 2020
10.Purified water (Nu6c tinh khiét): 10.Purified water (Nu6c tinh khiét):
DDBVN IV DDbVNV
Cong ty cd phan dugc Clil ;I:lglale: Cﬁ;{izis Cép nhit tiéu chuén chit luong ta
201 [Tetracylin 500mg VD-30563-18  |phidm trung wong P P . s 1425/TBDTN 21/03/2022 dugc Sodium lauryl sulfat (MiV- BP 2020
uong VIDIPHA Binh BP 2019
VIDIPHA Duong N6)
1. Ursodeoxycholic acid: USP 36 1. Ursodeoxycholic acid: USP 43
Cong ty cé phin duoc Chi nhanh Céng ty c6 2. Magnesium stearate: DDVN IV 2. Magnesium stearate: DDVN V
2 : phin dugc phim trung Cép nhit tiéu chuén chit luong 3. Microcrystalline cellulose (Avicel): BP [3. Microcrystalline cellulose (Avicel): BP
202 |[Hep-uso 250 VD-29881-18 I\)/l};nlqpllr;;;g uong wong VIDIPHA Binh 1427/TDTN 21/03/2022 duoe chét, 4 dugc (MiV- N6) 2013 2020
Duong 4. Colloidal anhydrous silica (Aerosil):  |4. Colloidal anhydrous silica (Aerosil): BP
BP 2013 2020
Cong ty ¢b phan dugc Cll; 3 ngla;;h C}ol?g tty co Cap nhat tiéu chudn chét lugng USP 43
203 |Hep-uso 300 VD-31980-19  |phdm trung wong Eoi“ VIijclglj/[anriiﬁg 1426/TDTN 21/03/2022  |duge chét Ursodeoxycholic acid ~ |USP 36
VIDIPHA o ci ) (MiV-N6)
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STT Tén thube S6 ding ky Co s& ding ky Co s sin xuit o Ngay tiép nhin sung/ Ma phan loai Thoéng tin di dugc phé duyét Théng tin cip nhat thay dbi
1. Cefuroxime axetil: USP 41 1. Cefuroxime axetil: USP 43
2. Stearic acid: BP 2018 2. Stearic acid: BP 2020
3. Microcrystallin cellulose (Avicel): BP  [3. Microcrystallin cellulose (Avicel): BP
P N 2 2018 2020
C(")pg ty ¢b phan dugc ;jl? ;I:lglale: gﬁ;{izl;?g Cap nhat tiéu chudn ch At lrong 4. Croscarmellose sodium: BP 2018 4. Croscarmellose sodium: BP 2020
204 |Cefuroxim 500mg VD-31978-19  |pham trung uong wrong VIi)IPH A Binh 1409/TPTN 21/03/2022 dﬁoc cl;él {4 dugc (MiV- N 6) 5. Low-substituted hydropropyl cellulose |[5. Low-substituted hydropropyl cellulose
VIDIPHA Duong ) ? ) 21 (L-HPC21): NF 35 21 (L-HPC21): NF 38
6. Sodium lauryl sulfat: BP 2018 6. Sodium lauryl sulfat: BP 2020
7. Colloidal anhydrous silica (Aerosil):  |7. Colloidal anhydrous silica (Aerosil): BP
BP 2018 2020
8. Hypromellose (H.P.M.C 606): USP 40 |8. Hypromellose (H.P.M.C 606): USP 43
9. Macrogols (PEG 6000): BP 2018 9. Macrogols (PEG 6000): BP 2020
1. Thanh phim: DDVN IV 1. Thanh phim: DDVN V
2. Maize starch (Tinh bdt ngd): DDVN IV|2. Maize starch (Tinh bt ngd): DDVN V
3. Lactose monohydrate (lactose): DDVN (3. Lactose monohydrate (lactose): DDVN
v \
4. Povidone K30 (P.V.D K30): DDVN 1V |4. Povidone K30 (P.V.D K30): DDVN V
5. Tale: DBVN IV 5. Tale: DBVN V
Cong ty b phén duoc Clin nga'nh C}élpg ty ¢b - oo e 2 I;/I;:ignesium s}tlealrate:l DD(DVI\;;Y Usp 2 I;/I;:ignesium s}tlealrate:l DD(DVI\;,; Usp 43
. 2 : an dugc pham trun, 4p nhat tiéu chuan chat lugng . Sodium starch glycolate : . Sodium starch glycolate : -
205 |Ofloxacin 200mg VD-22234-15 I\)fl};n; Pt]r;l[t;g wong f’mg VIDIEH N Binhg 1915/TDTN 26/04/2022 thérrjlh phim, 1 dirge (VY- 65) JONE 2 £y NF 38 &Y
Duong 8. Colloidal anhydrous silica (AErosil):  |8. Colloidal anhydrous silica (Aerosil): BP
BP 2007 2020
9. Hypromellose (H.P.M.C): USP 30 9. Hypromellose (H.P.M.C): USP 43
10. Ethanol 96%: DBVN IV 10. Ethanol 96%: DDVN V
11. Titanium dioxide: DDVN IV 11. Titanium dioxide: DDVN V
12. Virgin castor oil (Dau thiu diu): BP  [12. Virgin castor oil (Diu thiu diu): BP
2007 2020
Dia chi co so dang ky xin thay dbi:
Thay déi cch ghi dia chi congty |Dia chi co so ding ky da duyét: $627, |20 27> Duome 3A, Khu Cong Nehiép Bién
A« 2 DA A« 2 D1 A - P PRV N " A Hoa II, Phuong An Binh, Tp. Bién Hoa,
206 |Trinopast VD-18336-13 Cozlg ty C6 Phan Dugc Cozlg ty C6 Phan Dugc 4152/ TDTIN 10/08/2022 dar}g kyﬂva san xuz;lt_ (d;a.dlem san Duu?g 3A, Khu Cong Nghiép Bién Hoa Tinh Béng Nai.
Pham OPV Pham OPV xuat khong thay do61) (MiV-N1, 2, bong Nai.

MiV-N9)

Dia chi co s san xuat da duyét: S627,
Puong 3A, Khu Cong Nghiép Bién Hoa
2, Pdng Nai.

Bia chi co s& san xudt xin thay déi:

S6 27, Pudng 3A, Khu Cong Nghiép Bién
Hoa II, Phuong An Binh, Tp. Bién Hoa,
Tinh Ddng Nai.
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STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
Dia chi co s& dang ky xin thay dbi:
Thay déi cach ghi dia chi congty |Bia chi co s& dang ky da duyét: S6 27, S({ 27, Dum}g 3A, Kh‘u Cong N'gﬂhlgp ,Blen
N 2 p1 2 N 2 p1 2 - P K caio AR s N . o Hoa II, Phuong An Binh, Tp. Bién Hoa,
207 |Acoush VD-21331-14 Cong ty Co Phan Dugc |Cong ty Co Phan Duogc 4152 TDTN 10/08/2022 dang ky va san xuat (dia diém san |Puong 3A, Khu Céng Nghiép Bién Hoa Tinh Pdne Nai
& Phidm OPV Phidm OPV xudt khong thay déi) (MiV-N1, |2, Ddng Nai. hons val - A
. . . . £ ax ok Dia chi co s& san xuat xin thay doi:
MiV-N9) Dia chi co so san xuat da duyét: SO 27, H | « A i
Puomg 3A, Khu Cong Nehiép Bién Hoa S6 27, Buong 3A, Khu Cong Nghiép Bién
5 D&f Nai & Nghiep Hoa 11, Phuong An Binh, Tp. Bién Hoa,
i g : Tinh Déng Nai.
Dia chi co so dang ky xin thay dbi:
Thay déi cich ghi dia chi cong ty | Dia chi co s¢ dang ky da duyét: 8627, | o0 27> Duong 3A, Khu Cong Nehigp Bien
o 2 DA A« 2 DA . ;. PPN N A A o Hoa II, Phuong An Binh, Tp. Bién Hoa,
- Cong ty Co Phan Dugc  |Cong ty Co Phan Dugc dang ky va san xuat (dia diém san |Puodng 3A, Khu Cong Nghiép Bién Hoa ) N :
208 |Ebasitin VD-21337-14 2 2 4152/TDTN 10/08/2022 PN 2. . Iy . Tinh Bong Nai.
Pham OPV Pham OPV xuét khong thay doi) (MiV-N1, 2, bong Nai. L . P 2.
. . N L £ oan e ak Dia chi co s¢ san xuat xin thay doi:
MiV-N9) Dia chi co so san xuat da duyét: SO 27, A N « r Tyin
Puong 3A, Khu Cong Nehiép Bién Hoa |0 2> Duong 3A, Khu Cong Nehicp Bién
5 D‘*ng" & Nemep Hoéa IT, Phuong An Binh, Tp. Bién Hoa,
> Dong Nal. Tinh Ddng Nai.
Dia chi co so dang ky xin thay dbi:
Thay déi cch ghi dia chi congty |Dia chi co so ding ky da duyét: $627, |20 27> Duome 3A, Khu Cong Nehicp Bién
Cong ty C6 Phin Duge |Cong ty C& Phin Duoe ding ky v san xudt (dia diém san |Puong 3A, Khu Cong Nehiép Bién Hoa | 110% 11 Phudng An Binh, Tp. Bién Hoa,
209 |Hivuladin VD-21873-14 b ’ b ’ 4152/TDTN 10/08/2022 e P 858, & NP Tinh Ddng Nai.
Pham OPV Pham OPV xuét khong thay doi) (MiV-N1, 2, bong Nai. L . . 2.
. L . £ ax Gk Dia chi co so san xuat xin thay doi:
MiV-N9) Dia chi co so san xuat da duyét: SO 27, A N « r Tyin
Puong 3A, Khu Cong Nehiép Bién Hoa |0 21 Duong 3A, Khu Cong Nehiep Bien
5 D‘*ng" & Nemep Hoéa IT, Phudng An Binh, Tp. Bién Hoa,
> Dong Nal. Tinh Ddng Nai.
Dia chi co so dang ky xin thay dbi:
Thay déi cich ghi dia chi cong ty | Dia chi co s¢ dang ky da duyét: 627, | o0 27> Duong 3A, Khu Cong Nehigp Bién
Cong ty Cé Phin Duge |Cong ty C6 Phin Duo ding ky va sin xujt (dia diém sin [Puong 3A, Khu Cong Nehiép Bién Hoa |12 Il Phuong An Binh, Tp. Bién Hoa,
210 |Cetabudol VD-21667-14 |SOngty COPhan Duge |Congty CoPhan Duge | ) 5 pppy 10/08/2022 ang Ky va Sail xuat (Cla CIem s 18 oA, Biu Long Neep BIEn HO2 1 1inh Déng Nai.
Pham OPV Pham OPV xuét khong thay doi) (MiV-N1, 2, bong Nai. L .o £ . 2.
. . N L £ an e ak Dia chi co s¢ san xuat xin thay doi:
MiV-N9) Dia chi co so san xuat da duyét: SO 27, A N « a Tyin
Puong 3A, Khu Cong Nehiép Bién Hoa |20 2> Duong 3A, Khu Cong Nehicp Bién
5 D‘*ng" & Nemep Hoéa IT, Phuong An Binh, Tp. Bién Hoa,
> Dong Nal. Tinh Ddng Nai.
Dia chi co s& dang ky xin thay dbi:
Thay ddi cach ghi dia chi cong ty | Dia chi co s dang ky da duyét: $§27, |0 27> Puong 3A, Khu Cong Nehicp Bien
A 2 11X A 2 11} - PO PSS N A A oo Hoa II, Phuong An Binh, Tp. Bién Hoa,
211 |Asbunyl VD-21332-14 Cong ty Co Phan Dugc  |Cong ty Co Phan Dugc 4152/TDTN 10/08/2022 dang ky va san xuat (dia diém san |Puong 3A, Khu Cong Nghiép Bién Hoa Tinh Pdne Nai
Souny Phim OPV Phim OPV xuét khong thay déi) (MiV-N1, |2, Déng Nai. 1 ong v

MiV-N9)

Dia chi co s san xuat da duyét: S627,
Duong 3A, Khu Cong Nghiép Bién Hoa
2, Pong Nai.

Dia chi co s& san xudt xin thay ddi:

S6 27, Pudng 3A, Khu Cong Nghiép Bién
Hoa II, Phuong An Binh, Tp. Bién Hoa,
Tinh Ddng Nai.
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Dia chi co s& dang ky xin thay dbi:
Thay ddi cach ghi dia chi cong ty | Bia chi co s dang ky da duyét: $§27, |0 27> Puong 3A, Khu Cong Nehicp Bien
Cong ty C6 Phan Duge  [Cong ty C6 Phan Dugc dang ky va san xudt (dia diém san  [Pudng 3A, Khu Cong Nghiép Bién Hoa Hoa I, ‘Phuo'ng An Binh, Tp. Bién Hoa,
212 |Broncholax VD-21334-14 X i 2 : 4152/TDTN 10/08/2022 £ LA PO A 0. i Tinh Dong Nai.
Pham OPV Pham OPV xuét khong thay doi) (MiV-N1, 2, bong Nai. L . F 2.
. . . - £ an ok Dia chi co s¢ san xuat xin thay doi:
MiV-N9) Dia chi co so san xuat da duyét: SO 27, £ | « r e
Duong 3A, Khu Cong Nehiép Bién Hoa | 0 27> Duong 3A, Khu Cong Nehicp Bien
5 D%’E,N;ﬁ g Nehiep Hoa 11, Phuong An Binh, Tp. Bién Hoa,
? g at Tinh Ddng Nai.
Dia chi co so dang ky xin thay dbi:
Thay ddi cach ghi dia chi cong ty |Bia chi co s& dang ky da duyét: S6 27, SC{ 27, Duor}g 3A, Kh‘u Cong Ngfu@p ‘Blen
Céng ty C Phin Duge |Céng ty Cé Phin Duoc ding ky va san xudt (dia diém san |Duong 3A, Khu Cong Nehiép Bien Hoa |02 |1 Phudng An Binh, Tp. Bién Hoa,
213 |Azicrom 500 VD-20232-13 nety | nety | 4152/TDTN 10/08/2022 hey e n8 28, & Nemep Tinh Déng Nai.
Pham OPV Pham OPV xuat khong thay doi) (MiV-N1, 2, bong Nai. L . L. 2.
. o - . QA Dia chi co so san xuat xin thay doi:
MiV-N9) Dia chi co so san xuat da duyét: S6 27, 2 . R n .
Pudng 3A, Khu Cong Neghiép Bién Hoa S6 27, Buong 3A, Khu Cong Nghiép Bién
5 DE")E Nai & NP Hoa I1, Phuong An Binh, Tp. Bién Hoa,
» DOong Nal. Tinh Péng Nai.
N PO % Cong ty c6 phan xuét Cap nhat tiéu chuan dugc chat
214 |Enclacin 500 mg ~ |VD-25419-16 Congty cophanxuat | o sy i SI9ITDTN 28/0812020 | 1y ithromyecin (MiV-N6) USP 38 USP 43
nhép khau y t&¢ Domesco
Domesco
Zhejiang Guobang Pharmaceutical Co.,
Ltd.
Dia chi: No.6, Weiwu Road, Hangzhou
Zhejiang Guobang Pharmaceutical Co.,  [Gulf Shangyu Economic and
R FUITRY z Cong ty c6 phin xuit Thay déi dia chi co so san xuat Ltd. technological Development Zone,
215 |Enclacin 500 mg VD-25419-16 S}:),Pg]iifo p:fnl})xumal‘ nhap khéu y té SI91TBTN 28/08/2020 dugc chét Clarithromycin (MiV-  |Dia chi: No.6, Wei Wu Road, Hangzhou |Zhejiang, China (theo GMP).
4P Khau y e DOmeseo | iy s hesco N3) Gulf Shangyu Industrial Zone, Zhejiang, [Hodc:
China No.6, Weiwu Road, Hangzhou Gulf
Shangyu Economic and Technological
Development Zone, Zhejiang, China
(312369) (theo COA).
Orchid Pharma Limited.
: Orchid Chemicals Pharmaceutical Ltd.
N PO . PO Thay doi tén va dia chi co so san . .. Dia chi: Plot No 121-128, 128A-133, 138-
216 |Cadifaxin 500 VD-20401-13 Congty cophanUS | Cong ty ¢6 phan US 4950/TDTN 26/8/2020  |xuét duge chét Cephalexin Dia chi: Plot Nos. 138-149, SIDCO 151,159-164, SIDCO Industrial Estate,
pharma USA pharma USA . Industrial Estate, Alathur, Kancheepuram o
monohydrat (MiV-N3) . R Alathur, Kancheepuram District-603110,
District-603110, India. A .
Tamilnadu, India.
217 |Cadifaxin 500 VD-20401-13 Cong ty co phan US Cong ty co phan US 4950/TDTN 26/8/2020 Cap nhat tiéu chuan duoc chat USP 34 USP 41

pharma USA

pharma USA

(MiV-N6)
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1. 'Lactose monohydrate: USP 34 1. Lactose monohydrate: USP 42
. o n 2, . 2. Magnesi stearat: USP 34 2. Magnesi stearat: USP 42
o o ap nhé huan t¢ MiV-
218 |Cadifaxin 500 VD-20401-13 Cong ty co phan US Cong ty co phan US 4950/TDTN 26/8/2020 ;‘2; nhét tiéu chuan t duoc (Mi 3. Natri starch glycolat: USP 34 3. Natri starch glycolat: USP 42
pharma USA pharma USA 4. Talc: USP 34 4. Talc: USP 42
5. Aerosil (Colloidal silicon dioxyd): BP |5. Aerosil (Colloidal silicon dioxyd): BP
2010 2019
1. Propylthiouracil: DDVN IV 1. Propylthiouracil: D]?VN hién hanh
2. Lactose: DDVN hién hanh
2. Lactose: DDVN IV . e A1
. oz 3. Tinh bdt san: DDVN hién hanh
3. Tinh bdt san: DBDVN IV . N
4. Natri lauryl sulfat: USP 35 4. Natri lauryl sulfat: USP hién hanh
219 |Propylthiouracil  |VD-23589-15 Cong ty Co phan Duoc |Congty GO phan Duge | ooy ppypy 24/52021 | C3p nhattiéu chudn duge chat, td 15"\ )y 4o ilicon dioxid: USP 35 3. Colloidal silicon dioxid: USP" hién
pham Me Di Sun pham Me Di Sun dugc (MiV-N6) . hanh
6. Magnesi stearat: DDVN IV . A
R 6. Magnesi stearat: DDVN hién hanh
7. Gelatin: DBVN IV . A
N 7. Gelatin: DDVN hién hanh
8. Bot tale: DBVN IV - A1
9 Nuc tinh khiét: DDVN IV 8. Bot talc: DDVN hién hanh
- Hoe i et 9. Nue tinh khiét: DDVN hién hanh
Cong ty TNHH Duoc R FUITRY A Arria z £
220 |Bimelid VD-25563-16 phim Alaska Pharma |08 ¥ ©0 phan US 1650/TDTN 13512021 |Cép nhdttieu chuan duge chat | 5 BP 2019
USA pharma USA meloxicam (MiV-N6)
lA'Lactose monohydrat (phun say) (Spray- 1. Lactose monohydrat (phun séy) (Spray-
dried lactose monohydrate): EP 9.0 .
- % dried lactose monohydrate): EP 10
2. Cellulose vi tinh thé PH101 L. 2
. . . 2. Cellulose vi tinh thé PH101
Cong ty TNHH . A 2, . (Microcrystalline cellulose): EP 9.0 N .
Medochemie (Vién Cap nhat tiéu chuan ta dugc (MiV- 3. Croscarmellose natri (Croscarmellose (Microcrystalline cellulose): EP 10
221 |Aceralgin 800mg GC-316-19 . N 3065/TDTN 15/6/2021 N6) o 3. Croscarmellose natri (Croscarmellose
Medochemie Ltd. bong) sodium): EP 9.0 R
o .z sodium): EP 10
4. Nudc tinh khiét: EP 9.0 R "
. . 4. Nudc tinh khiét: EP 10
5. Magnesi stearat (Magnesium stearate): K .
5. Magnesi stearat (Magnesium stearate):
EP 9.0
EP 10
'Buong RE: DDVN IV 'Buong RE: DDVN V
Lactose: USP 34. Lactose: USP 41
Cone ty ¢b phin US Cone ty ¢b phin US Cap nhat tiéu chuén ta duoc (MiV- |3. Kollidon CL-M: USP 34 Kollidon CL-M: USP 41
222 |Pokidclor 125 VD-21185-14 gy eop gy eop 1092/TDTN 03/12/2020  |N6) PVP K30: USP 34 PVP K30: USP 41

pharma USA

pharma USA

Magnesi stearat: USP 34
Aspartam: USP 34
Nudc RO: DBDVN IV

NS hA W&

Magnesi stearat: USP 41
Aspartam: USP 41
Nuéec RO: DDVN V

NS AW
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1. "Acid citric: USP 34 1. "Acid citric: USP 41
2. Natri Bicarbonat: USP 34 -
3. Polyvinyl pyrrolidon (PVP) K30: USP 2. Natri Bicarbonat: USP 41
o B AR AR : 3. Polyvinyl pyrrolidon (PVP) K30: USP
Congty cdphdnUS  |Cong ty cé phin US Cap nhat tiéu chuan ta duge (MiV- |34 41
223 |Uscadigesic 500 [VD-21187-14 sycop gty cop 1093/TDTN 03/12/2020  |N6) 4. Ethanol tuyét déi : DDVN IV o
pharma USA pharma USA . 4. Ethanol tuyét doi : DDVN V
5. Natri benzoate: USP 34 .
5. Natri benzoate: USP 41
6. Aspartam: USP 34 6. Aspartam: USP 41
;‘P"lyahyle“ glycol (PEG) 6000: USP 1,7, | ihylen glycol (PEG) 6000: USP 41
1. 'Lactose monohydrate: USP 34 1. 'Lactose monohydrate: USP 41
. N . L Cap nhat tiéu chudn ta duge (MiV- 2. Natri stérch glyconat: USP 34 2. Natri stérch glyconat: USP 41
224 |Prodinic-F VD-23429-15 Cong ty co phan US Cong ty co phan US 1096/ TDTN 03/12/2020 N6) 3. Magnesi stearat: USP 34 3. Magnesi stearat: USP 41
rodumur pharma USA pharma USA 4. Aerosil (Colloidal silicon dioxyd): 4. Aerosil (Colloidal silicon dioxyd): USP
USP 34 41
1. 'Sachelac: USP 34 1. 'Sachelac: USP 43
. . PR Cap nhat tiéu chuén ta dugc (MiV- |2. Aspartam: USP 34 2. Aspartam: USP 43
225 |Cefdinir 125-MV  [VD-24655-16 Cong ty TNHH TMDP |Cong ty ¢6 phan US 6732/TDTN 11/12/2020  |N6) 3. Aerosil (Colloidal silicon dioxyd): BP |3. Aerosil (Colloidal silicon dioxyd): BP
Quoc té Minh Viét pharma USA
2010 2019
4. Talc: USP 34 4. Talc: USP 43
1. 'Tinh bot ngo: USP 34 1. 'Tinh bot ngd: USP 42
2. Avicel pH 101 (Microcrystalline 2. Avicel pH 101 (Microcrystalline
cellulose 101): USP 34 cellulose 101): USP 42
3. Aerosil (Colloidal silicon dioxyd): 3. Aerosil (Colloidal silicon dioxyd): USP
USP 34 42
4. Hydroxypropylmethyl cellulose 4. Hydroxypropylmethyl cellulose
(HPMC) 606: USP 34 (HPMC) 606: USP 42
. . A PO A PO Cap nhat tiéu chuan ta dugc (MiV- |5. Hydroxypropylmethyl cellulose 5. Hydroxypropylmethyl cellulose
226 chg’“’ﬂo"“'“ 300- 1ypa1176-14 C}‘l’;‘sﬁ S‘;Z‘”" us C}‘l’;‘rig S‘éi}‘“" Us 1008/TDTN 03/12/2020  [N6) (HPMC) 615: USP 34 (HPMC) 615: USP 42
P P 6. Titan dioxyd: USP 34 6. Titan dioxyd: USP 42
7. Talc: USP 34 7. Talc: USP 42
8. Polyethylene glycol (PEG) 6000: USP |8. Polyethylene glycol (PEG) 6000: USP
34 42
9. Natri starch glyconat: USP 34 9. Natri starch glyconat: USP 42
10. Magnesi stearat: USP 34 10. Magnesi stearat: USP 42
11. Ethanol 96%: DDVN IV 11. Ethanol 96%: DDVN V
12. Nuéc tinh khiét: DDVN V. 12. Nuéc tinh khiét: DDVN V.
C a “ong ty ¢ phan xud “ap nhat tiéu chud hi . . : .
227 |Docorrimin VD26459.17 Céng ty cb phin xuit Eﬁ;iﬁ oopn it 1723/TDTN 01/04/2021 (c&?\?l\?;?eu chuan duoe chat 1, Wi\ thamid: BP 2013 1. Nikethamid: BP 2019
nhép khau y té Domesco D(;:lesco Y 2. Glucose monohydrat: EP 7.0 2. Glucose monohydrat: EP 10.0
Cong ty c6 phan xuit Thay di tén va dia chi co 56 sin Roquette Freres
228 |Docorrimin VD-26459-17 Congty cophanxuat | o sy i 1723/TDTN 01/0412021  [xuat duge chat Glucose —  Roquette — France Dia chi: 1, Rue de la Haute Loge, 62136
nhép khau y t&¢ Domesco monohydrat (dia diém san xuat Dia chi: 62136 Lestrem France
Domesco Lestrem France.

khong thay doi) (MiV-N3)
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1. Sachelac: USP 32 1. Sachelac: USP 43
A FUITRY A FUITRY . JUDIR o .., |2. Aspartam: USP 32 2. Aspartam: USP 43
4 hz 5 hz ap nhé huan t¢ MiV-
229 |Tendipoxim 50 VD-18267-13 Congty cophanUS |Cong ty €0 phan US 6456/TDTN 11032020 | 3P mht tiéu chudn t duoe (MIV-13, oG (Colloidal silicon dioxyd): BP |3. Aerosil (Colloidal silicon dioxyd): BP
pharma USA pharma USA N6)
2010. 2019
4. Talc: USP 32 4. Talc: USP 43
1. Calci hydrophosphat khan: USP 40 1. Calci hydrophosphat khan: USP 43
Cong ty Cb phén Duoe 2. Crospovidon: EP 9.0 2. Crospovidon: EP 10.0
. Céng ty C6 phan Dugc z O Cap nhat tiéu chuan ta dugc (MiV- |3. Magnesi stearat: BP 2018 3. Magnesi stearat: BP 2020
230 |Otibone 500 VD-20181-13 phim Bos Ton Viét Nam| ;‘;amnl Bos Ton Viét O718/TBTN 1717202016 4. Silicon dioxyd: USP 41 4. Silicon dioxyd: USP 43
5. Povidon K30: USP 40 5. Povidon K30: USP 43
6. PEG 6000: EP 9.0 6. PEG 6000: EP 10.0
1. Calci carbonat -DDVN hién hanh
1. Calci carbonat -DDVN IV 2. Vitamin D3 (colecalciferol) -EP hién
2. Vitamin D3 (colecalciferol) -EP 8.0 hanh
- N FURY R FURY A A ia P z .. |3-Lactose -DDVNIV 3. Lactose -DDVN hién hanh
231 f;é%lrfj;; 01U VD-30415-18 Cli’;i ‘I\Y/Ig]")f’lsli‘; Duoc Cli’;xi ‘l\y/lgl")f’gi‘; Duoe | s 4sgrpTNN 29/10/2021 Ssgcn(h&‘i{f_;z;“an duge chat, td 1 b romg tréing -DDVN IV 4. Puomg tring -DDVN hién hanh
P P : 5. Nuc tinh khiét -DDVN IV 5. Nuc tinh khié-DDVN hién hanh
6. Aspartam -DDVN IV 6. Aspartam -DDVN hién hanh
7. Colloidal silicon dioxyd -USP 38 7. Colloidal silicon dioxyd -USP hién
hanh
1. Hetero labs limited (UNIT-I)
Dia chi: Sy. No. 10, LD.A.,
Gaddapotharam village, Jinnaram
N PO N PO T £ £ Mandal, Medak District Telangana State, [Acebright (India) Pharma PVT. LTD.
232 |Ripinavir VD3-52-20 C}?énni tsyag? phan Duoc C}?énni tsyag? phan Duoe | ¢\ 51 rpTN 12/06/2021 ?hfﬁt{,"tl\?za san xuat duge chat | Dia chi: 77D&116/117, KIADB Industrial
P P ) 2.Acebright (India) Pharma PVT. LTD. |Area, Jigani, Bangalore -560 105 India.
Dia chi: 77D&116/117, KIADB
Industrial Area, Jigani, Bangalore -560
105 India.
Hetero Labs Limited Hetero Labs Limited
Cone tv Cé phin Duoc | Cone tv C6 phin Duoc Thay ddi dia chi co s¢ san xuét Dia chi: Sy. No. 10, LD.A., Dia chi: Sy. No. 10, LD.A.,
233 |Ripinavir VD3-52-20 b fl SyaVi P 0 phéxi SyaVi P 0 6151/TDTN 12/06/2021  |dugc chit (dia didm san xut Gaddapotharam village, Jinnaram Gaddapotharam village, Jinnaram Mandal,

khong thay déi) (MiV-N3)

Mandal, Medak District Telangana State,
India.

Sangareddy District, Telangana State,
India.
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STT Tén thude S6 ding ky Co sé diing ky Co sé san xuit o Ngay tiép nhin sung/ Ma phan loai Théng tin d dwgc phé duyét Théng tin cip nhit thay dbi
1. Tiéu chuén thanh pham: Dugc dién 1. Tiéu chuén thanh pham: Dugc dién
Qubc té 6. Qudc té 10.
2. Lopinavir: USP 41 2. Lopinavir: USP 43
3. Copovidone (Kollidon VA 64): EP 9.0 (3. Copovidone (Kollidon VA 64): EP 10.0
4. Colloidal anhydrous silica (AEROSIL |4. Colloidal anhydrous silica (AEROSIL
200 Pharma): EP 9.0 200 Pharma): EP10.0
5. Polysorbate 80 (SP Tween 80 EXP 5. Polysorbate 80 (SP Tween 80 EXP
MBAL-LQ-(SG)): EP 9.0 MBAL-LQ-(SG)): EP 9.3
Céng ty C6 phin Duoc |Cong ty C& phén Duge Cap nhz_ity tiéu chudn chét luty{lg 6. Sodium stearyl fumarate (Pruv): EP 9.0 |6. Sodium stearyl fumarate (Pruv): EP 10.0
234 |Ripinavir VD3-52-20 him SaVi : him SaVi ’ 6151/TDTN 12/06/2021 dugc chat, ta dugc, thanh pham 7. Hydroxypropyl methylcellulose 6 cps  |7. Hydroxypropyl methylcellulose 6 cps
P P (MiV-N6) (Hypromelose 6¢ps)(Hydroxypropyl (Hypromelose 6¢ps)(Hydroxypropyl
Methyl Cellulose 60HD6): USP 40 Methyl Cellulose 60HD6): USP 42.
8. Polyethylene glycol 6000 (Macrogols |8. Polyethylene glycol 6000 (Macrogols
6000)(Lipoxol 6000 Med Powed): EP 9.0 [6000)(Lipoxol 6000 Med Powed): EP 10.0
9. Talc (Microtalc Pharma 30 Bags): 9. Talc (Microtalc Pharma 30 Bags): USP
USP 40 42
10. Titanium dioxide (10004 Pretiox 10. Titanium dioxide (10004 Pretiox
AVOIFG): EP 9.0 AVOIFG): EP 10.0
11. Nudc tinh khiét: EP 9.0 11. Nudc tinh khiét: EP 10.0
1. Acarbose: EP 8.0 1. Acarbose: EP 10.0
2. Magnesium stearate: USP 40 2. Magnesium stearate: USP 43
3. Hydroxypropyl methylcellulose 6¢cps  |3. Hydroxypropyl methylcellulose 6¢ps
. Céng ty C6 phan Dugc  |Cong ty C6 phan Dugc Cap nhat tiéu chuan dugc chat, td  [(Hypromellose): USP 40 (Hypromellose): USP 42
235 [SaVi Acarbose 100+ |VD-24268-16 phidm SaVi phidm SaVi 6324/TDTN 1711212021 dugc (MiV-N6) 4. Hydroxypropyl methylcellulose 15cps  |4. Hydroxypropyl methylcellulose 15¢ps
(Hypromellose): USP 40 (Hypromellose): USP 2021
5. Talc: USP 40 5. Talc: USP 42
1. Lactose monohydrat (phun sdy) (Spray-|1. Lactose monohydrat (phun sdy) (Spray-
dried lactose monohydrate): EP 8.0 dried lactose monohydrate): EP10.0
2. Cellulose vi tinh thé (Microcrystalline |2. Cellulose vi tinh thé (Microcrystalline
Cong ty TNHH N L L . cellulose): EP 8.0 ‘ cellulose): EP10.0 ‘
236 HURMAT 25mg GC-283-17 Medochemie Ltd. Medochemie (Vién 3067/TDTN 15/6/2021 Cap nhat tiéu chuan ta duoc (MiV- [3. Croscarmellose natri (Croscarmellose 3. Croscarmellose natri (Croscarmellose
Tabs Bong) N6) sodium): EP 8.0 sodium): EP10.0
4. Cellulose bot (Powdered cellulose): 4. Cellulose bot (Powdered cellulose):
EP 8.0 EP10.0
5. Magnesi stearat (Magnesium stearate): |5. Magnesi stearat (Magnesium stearate):
EP 8.0 EP10.0
Cap nhat tiéu chuén chét lugng
duoc chét Ezetimibe ctia co s¢ san
237 |Pyzemib VD-29983-18 Cong ty C6 phan Cong ty C6 phan 2937/TBTN 06/01/2020  [uatda dangky (MSN USP 38 current USP (USP 42)
Pymepharco Pymepharco Laboratories Private Limited) theo

phién ban dugc dién hién hanh
(MiV-N6)
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STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
Cap nhat tiéu chuén chét lugng
. P . P dugc chat Clopidogrel bisulfat)
238 |Pyme Clopidogrel ~ [VD-29980-18 gonge ‘i:ﬁgﬁpha“ g"“ge ‘i:ﬁgﬁphan 2936/TPTN-N 01/06/2020  |ctia co 5o san xudt da dangky  |USP 35 current USP (USP 42)
ymep ymep (NOBILUS ENT) theo phién ban
dugc dién hién hanh (MiV-N6)
1. Lecithin: USP 32 1. Lecithin: USP 42
2. Diu co: USP 32 2. Diu co: USP 42
3. Sép ong tréng: USP 32 3. Sép ong tréng: USP 42
4. Dau dau nanh: USP 32 4. Dau dau nanh: USP 42
Cap nhat tiéu chudn t4 doc (MiV 5. Gelatin 200 BL: USP 32 5. Gelatin 200 BL: USP 42
239 I Tidosi VD 19240.13 Cong ty cb phan US  [Cong ty ¢b phan US 385/ TDTN 08/05/2020 Ng)’ dhhieu chu 4o " [6. Sorbitol 70%: USP 32 6. Sorbitol 70%: USP 42
1cosir pharma USA pharma USA 7. Glycerin: USP 32 7. Glycerin: USP 42
8. Ethyl vanillin: USP 32 8. Ethyl vanillin: USP 42
9. Methyl paraben: USP 32 9. Methyl paraben: USP 42
10. Propyl paraben: USP 32 10. Propyl paraben: USP 42
11. Titan dioxyd: USP 32 11. Titan dioxyd: USP 42
12. Nudc tinh khiét: DDVN IV 12. Nudc tinh khiét: DDVN V
1. DSM Nautritional Products GmbH
Dia chi: Building 241, PO Box 2676, CH-
Céng ty c6 phan Nha may STADA Viét Bo bot co s& san xudt dugc chdt {4002 Basel, Switzerland EuroAPI France
240 |3BSTADA VD-20329-13 glycop Y j 543/TDTN 28/1/2022 . . ) § ’ bia chi: Rue de Verdun -BP80125, 76410
Pymepharco Nam cyanocobalamin (MiV-N4) 2. EuroAPI France Saint-Aubin-lés-Elbeuf. F
Pia chi: Rue de Verdun -BP80125, aint-Adbin-ies-tibeut, France.
76410 Saint-Aubin-lés-Elbeuf, France.
. Copg ty TNI—:IH thlicn% Céng ty TNHH US Cap nhaF tiéu _chuan duoc chat
241 |Acyclovir 200 - MV [VD-28643-17 mai dugc pham quoc té 1548/TDTN 29/3/2022 Acyclovir (MiV-N6) USP 37 USP 43
. i n pharma USA
Minh Viét
Cong ty TNHH thuong Cone tv TNHH US Thay ddi tén co s san xuét thudc
242 |Acyclovir 200 - MV |VD-28643-17 mai dugc phdm quéc té ety 1548/TDTN 29/3/2022 (dia diém san xuét khong thay Cong ty TNHH US pharma USA Cong ty ¢b phan US pharma USA
X n pharma USA 2. B
Minh Viét doi)(MiV-N9)
A PO A PO Fop oAl I~ £ 2\ s N - N Lo B14-3.,4, duong N13, khu cong nghié¢p
243 |Cefotaxime VD-18229-13 Congty cd phan duge  |Congty co phanduoe | 7y 27/11/2020 | Phay doi diachicongty dangky S0 422/18 HO Van Hué, phuomg 9, quan 5o 2 Hoa Phi, huyen Ca Chi,
pham Am Vi pham Am Vi (MiV-N1) Phti Nhuan, TP.H6 Chi Minh. A s
TP. H6 Chi Minh.
. PO . PO Cap nhat tiéu chuan thanh pham
. Cong ty co phan dugc  |Cong ty ¢ phan duogc i
244 |Cefotaxime VD-18229-13 phim Am Vi phim Am Vi 7177/TDTN 27/11/2020 (MiV-N6) USP 30 USP 42
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Thay déi dia chi ciia o s& san MSN Pharmachem Private Limited. MSN Pharmachem Private Limited.
xuétyduoc E)hét Nebivolol Dia chi: Plot No.212/A,B,C,D,Phase- Dia chi: Plot No.212/A,B,C,D,Phase-
245 |NEBISTOL 2.5mg  |VD-32199-19 Cong ty ¢6 phan Cong ty ¢6 phan 752/ TDTN 17/2/2022 hydroclorid, khong thay déi dia II,I_DA Pashamylaram, Pashamylaram II,I_DA Pashamylaram, Pashamylaram
Pymepharco Pymepharco diém san xuit duoc chit, (MiV- (Village), Patancheru (Mandal) Medak  [(Village), Patancheru (Mandal)
N3) : ’ District, Telangana, Pin code: 502 307,  |Sangareddy District, Telangana, Pin code:
India. 502 307, India.
Thay déi dia chi ciia o s& san MSN Pharmachem Private Limited. MSN Pharmachem Private Limited.
xuétydu'oc E)hét Nebivolol Dia chi: Plot No.212/A,B,C,D,Phase- Dia chi: Plot No.212/A,B,C,D,Phase-
246 Nebivolol STADA VD-35275-21 Cong ty ¢6 phan Cong ty ¢6 phan 752/ TDTN 17/2/2022 hydroclorid, khong thay déi dia II,I_DA Pashamylaram, Pashamylaram II,I_DA Pashamylaram, Pashamylaram
10 mg Pymepharco Pymepharco diém san xudt duoe chit, (MiV- (Village), Patancheru (Mandal) Medak  |(Village), Patancheru (Mandal)
N3) : ' District, Telangana, Pin code: 502 307,  |Sangareddy District, Telangana, Pin code:
India. 502 307, India.
Cel_lulose V! m_lh thé 102 Cellulose vi tinh thé 102 (Microcrystalline
(Microcrystalline cellulose 102)
cellulose 102) (Pharmacel 102): EP 10.0
(Pharmacel 102): EP 9.0 Copovidon (Copovidone)(Kollidon VA
Copovidon (Copovidone)(Kollidon VA P P
Cap nhit tiéu chuin ta duoc (MiV- |64): EP 9.0 64): EP 10.0
247 |Prololsavi 10 VD-29115-18 Congty C6 phan Duge |Congty CophanDuge | 55 ppypg 23/02/2022  |N6) Crospovidon (Crospovidone)(Kollidon | CosPovidon (Crospovidone)(Kollidon
pham SaVi pham SaVi CL): USP 43
CL): USP 40 . .
. . Magnesi stearat (Magnesium
Magnesi stearat (Magnesium .
. stearate)(Tablube Magnesium stearate):
stearate)(Tablube Magnesium stearate):
USP 43
USP 40 Nudc tinh khiét: EP 10.0
Nude tinh khiét: EP 9.0 : :
Thay déi tén co s& san xudt dugc
N i R i chit(Dia diém san xuat dugc chét
248 |Soredon NN 5 VD-31372-18 Congty Lién doanh |Congty Lién doanh 2078/TPTN-N 16/05/22  |khong dbi, khong c6 thay ddi nao  |Sanofi chimie Euroapi France
Meyer-BPC Meyer-BPC . A Y .
khac ngoai trir thay doi tén co s&
san xuat dugc chat). (MiV-N3)
1. DSM Nutritional Products GmbH
Dia chi: Building 241, PO Box 2676, CH-
Cong ty ¢b phan Cong ty ¢b phan Bo bét co 86 san xuét duge chit  |4002 Basel, Switzerland EuroAPI France
249 |Trineuron VD-24454-16 gyeop gycop 546/TDTN 28/1/2022 n xuat Cue ’ : Dia chi: Rue de Verdun -BP80125, 76410
Pymepharco Pymepharco cyanocobalamin (MiV-N4) 2. EuroAPI France Saint-Aubin-lés-Elbeuf. France
Dia chi: Rue de Verdun -BP80125, ) el ’ :
76410 Saint-Aubin-lés-Elbeuf, France.
1. DSM Nautritional Products GmbH
Dia chi: Building 241, PO Box 2676, CH-
Cbng ty c6 phin Cbng ty c6 phin B6 bét co s san xudt dugc chit  |4002 Basel, Switzerland EuroAPI France
250 |Tricobion H5000  |VD-24452-16 gy cop gycop 546/TDTN 28/1/2022 am e Cue ’ : Dia chi: Rue de Verdun -BP80125, 76410
Pymepharco Pymepharco cyanocobalamin (MiV-N4) 2. EuroAPI France

Dia chi: Rue de Verdun -BP80125,
76410 Saint-Aubin-lés-Elbeuf, France.

Saint-Aubin-l¢s-Elbeuf, France.
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1. Ciprofloxacin: USP 34 1. Ciprofloxacin: USP 41
2. buong RE: DBVN IV 2. BPuong RE: DDVN V
3. Dextrose khan: BP 2010 3. Dextrose khan: BP 2019
. . . L . L Cép nhat tiéu chudn chit lupng  |4. Sucralose: USP 34 4. Sucralose: USP 41
251 ch‘é’mﬂomm 250- 1yp.24053-15 C}?:rfn t:lcjgihan us C}?:rfn t:f;;iha“ us 1167/TDTN 18/3/2020  |cuia dugc chét, ta duoc (MiV-N6) |5. PVP K30: USP 34 5. PVP K30: USP 41
P P 6. Nue tinh khiét: DBVN IV 6. Nude tinh khiét: DDVN V
7. Aerosil (Colloidal silicon dioxyd): 7. Aerosil (Colloidal silicon dioxyd): USP
USP 34 41
8. Magnesi stearat: USP 34 8. Magnesi stearat: USP 41
Cép nhit tiéu chuén chit lugng
. Céng ty ¢b phan US Cong ty ¢d phan US ctia duoc chét cefpodoxim proxetil [USP 34
252 [Cadicefpo 100 VD-29560-18 pharma USA pharma USA 3860/TDTN 29/7/2022 (MiV-N6) USP 43
1. Clorpheniramin maleat: BP 2014 1. Clorpheniramin maleat: BP 2020
2. Tinh bot mi: EP 8.0 2. Tinh bot mi: EP 10.0
. . n PO % Cong ty cO phén xuét s A in 2 A 3. Lactose: EP 8.0 3. Lactose: EP 10.0
253 gllaf’l';":tﬁ“;’lamm VD-32270-19 ;‘:Eg o p:‘é‘“]‘)’;;‘;m nhap khiu y 6 1374/TDTN 19/3/2021 g‘fsc“(}‘ﬁise;g?““” duge chat, td 1" idon K90: EP 8.0 4. Povidon K90: EP 10.0
s 4p khauy "7 [Domesco 4o ) 5. Natri starch glycolat: USP 39 5. Natri starch glycolat: USP 43
6. Magnesi stearat: USP 39 6. Magnesi stearat: USP 43
7. Nuée tinh khiét: DDVN IV 7. Nude tinh khiét: DDVN V
1. Lactose mobohydrate: USP 34 1. Lactose mobohydrate: USP 42
Cone tv ¢b phin US Céne tv ¢b phin US Cap nhat tiéu chuan ta dugc (MiV- [2. Acid stearic: BP 2010 2. Acid stearic: BP 2019
254 |Cadimin C 500 VD-21579-14 gty cop £ty cOp 4375/TPTN 08/05/2020  |N6) 3. Aerosil (Colloidal silicon dioxyd): BP |3. Aerosil (Colloidal silicon dioxyd): BP
pharma USA pharma USA
2010 2019
4. Talc: USP 34 4. Talc: USP 42
255 |Standom 4 VD-20840-18 Cong ty C6 phan Duge  |Cong ty C6 phin Duogc 2142/TDTN 05/11/2022 Ti;;)})) nht tiéu chudn d duoc (MiV- Magnesi stearat (Magnesium stearate):  |Magnesi stearat (Magnesium stearate):
andom phim SaVi phim SaVi (Tablube Magnesium srearate): USP 39  [(Tablube Magnesium srearate): USP 43
1. Era gel: USP 34 1. Era gel: USP 41
2. Microcrystalline cellulose 102: USP 34 (2. Microcrystalline cellulose 102: USP 41
3. Natri croscarmellose: USP 34 3. Natri croscarmellose: USP 41
4. Natri starch glyconat: USP 34 4. Natri starch glyconat: USP 41
5. Magnesi stearat: USP 34 5. Magnesi stearat: USP 41
6. Aerosil (Colloidal silicon dioxyd): BP  [6. Aerosil (Colloidal silicon dioxyd): BP
. A ., |2010 2019
N N PO Cap nhat tiéu chuan ta duoc (MiV-
. Coéng ty TNHH duoc Céng ty c6 phan US ‘ i : 7. Hydroxypropylmethyl cellulose 7. Hydroxypropylmethyl cellulose
- - - . Ni
256 [Cefixim 400 -US  |VD-22065-14 phém Huy Van pharma USA 4853/TDTN 19/8/2020 6) (HPMC) 606: USP 34 (HPMC) 606: USP 41

8. Hydroxypropylmethyl cellulose
(HPMC) 615: USP 34

9. Titan dioxyd: USP 34

10. Talc: USP 34

11. Dau thau diu: USP 34

12. Ethanol 96%: DDVN IV

13. Nude tinh khiét: DDVN IV

8. Hydroxypropylmethyl cellulose
(HPMC) 615: USP 41

9. Titan dioxyd: USP 41

10. Talc: USP 41

11. Déau thau diu: USP 41

12. Ethanol 96%: DDVN V

13. Nude tinh khiét: DDVN V
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i?;?tgeléal Colorcon Coating Technology Colorcon Asia Pvt. Limited
R i Cong ty TNHH Lién 2 - Ao ox R Dia chi: Plot Nos. M14-M18 Verna
257 |Lostad HCT 100/25 [VD-23975-15 Congty TNHH Lién 1, S ellapharm - 3646/TDTN 13/7/2022  |BOsungco s san xudt té duge - |Dia chi: No 588 Chundong Road, Industrial Estate, Verna. Goa 403 722,
Doanh Stellapharm S Opadry trang 03B28796(MiV-N2) [Minhang District, Shanghai, .
Chi nhanh 1 . India.
201108, China. Ticu chudn: TCCS
Tiéu chuén: TCCS o0 cuan:
i?;?géal Colorcon Coating Technology Colorcon Asia Pvt. Limited
« i Cong ty TNHH Lién 2 . £, . . Dia chi:Plot Nos.M14-M18 Verna
258 |Febustad 40 QLDB-687-18  |Conety TNHH Lién o Stellapharm - 2974/TDTN l6/6/2022 | PO sung co so san xuat té duge - Dia chi:No 588 Chundong Road, Industrial Estate, Verna. Goa 403
Doanh Stellapharm . Opadry trang 02F28644(MiV-N2) [Minhang District, Shanghai, 201108, .
Chi nhanh 1 China 722, India.
Tiéu chuin: TCCS Tiéu chuan: TCCS
i?;?géal Colorcon Coating Technology Colorcon Asia Pvt. Limited
« . Céng ty TNHH Lién 2 - o . ) Dia chi:Plot Nos.M14-M18 Verna
Cong ty TNHH Lién B0 sung co s san xuat ta duoc Dia chi:No 588 Chundong Road, Lo
259 |Levetstad 500 VD-21105-14 Doanh Stellapharm Doranh 'Stellapharm - 2969/TDTN 16/6/2022 Opadry vang 85F32004(MiV-N2) |Minhang District, Shanghai, 201108, Indl_.lstnal Estate, Verna. Goa 403 722,
Chi nhanh 1 China India.
Tiéu chuén: TCCS Tiéu chuan: TCCS
i?;?tgeléal Colorcon Coating Technology Colorcon Asia Pvt. Limited
R i Cong ty TNHH Lién 2 - Ao ox S Dia chi:Plot Nos.M14-M18 Verna
260 |Pracetam 400 VD-22675-15 Congty TNHH Lién 11, - 'Stellapharm — 3642/TDTN 1372022 |BOsungcoso san xuattd duge - [Bia chi :No 588 Chundong Road, Industrial Estate, Verna. Goa 403 722,
Doanh Stellapharm S Opadry vang 03F32391(MiV-N2) [Minhang District, Shanghai, 201108, .
Chi nhanh 1 . India.
China. Tiéu chuin: TCCS
Tiéu chuén: TCCS o0 chuan:
i?;?géal Colorcon Coating Technology Colorcon Asia Pvt. Limited
R n Cong ty TNHH Lién 2 . . i, K , Dia chi:Plot Nos.M14-M18 Verna
Cong ty TNHH Lién B0 sung co s¢ san xuat ta duoc Dia chi:No 588 Chundong Road, Lo
261 |Pracetam 800 VD-18538-13 Doanh Stellapharm Doranh 'Stellapharm - 3644/TDTN 13/7/2022 Opadry vang 03F32391(MiV-N2) |Minhang District, Shanghai, 201108, Indl_.lstnal Estate, Verna. Goa 403 722,
Chi nhanh 1 China India.
Tiéu chuin: TCCS Tiéu chuan: TCCS
i?;?tgelzlal Colorcon Coating Technology Colorcon Asia Pvt. Limited
. R i Cong ty TNHH Lién 2 o Ao or S Dia chi:Plot Nos.M14-M18 Verna
Entecavir Stella 0.5 Cong ty TNHH Lién B0 sung co s san xuat ta duoc Dia chi:No 588 Chundong Road, y .
262 mg QLPB-560-16 Doanh Stellapharm B}oliaﬁﬁésntﬁliapharm - 2968/TBTN 16/6/2022 Opadry tring 13F58802(MiV-N2) |Minhang District, Shanghai, 201108, isg?;mal Estate, Verna. Goa 403 722,

China.
Tiéu chuan: TCCS

Tiéu chuan: TCCS
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1. Croscarmellose natri:
DFE Pharma B.V.
. Dia chi: Avebeweg 3, 9607 PT Foxhol,
1. Croscarmellose natri:
. ) . The Netherlands.
Mingtai Chemicals Co. Ltd. Tiéu chuin: EP 10.0
Dia chi: 1142, Shin Hsing Rd., Bah-Der N |
District, Taoyuan City, Taiwwan. 2. Magnesi stearat:
Tieu ch’uén' EP 10.0 ’ ) 2.1.Peter Greven Nederland C.V.
N | Dia chi: Edisonstraat 1, NL-5928PG
2. Magnesi stearat: Venlo, Netherlands
Cone tv TNHH Lié Cong ty TNHH Lién B y co s s & t4 duo Faci Asia Pacific Pte Ltd. Tia ’h in: EP 10(')
263 |Mifestad Plus VD3-70-20 ong ty "M Doanh Stellapharm — 3755/TDTN 19/7/2022 0 sung co'so'san xual la W9 Ipyia chi: 1 Merlimau Place, Jurong Island, | ' O er =
Doanh Stellapharm Lo (MiV-N2) . 2.2. Peter Greven Asia Sdn. Bhd.
Chi nhanh 1 Siingapore 627862. o
" 2 Dia chi: 2411, Lorong Perusahaan Satu,
Tiéu chuan: EP 10.0 . . R
. Prai Industrial Complex, 13600 Prai,
3. Hydrogenated castor oil: P » Malaysi
BASEF personal care and nutrition GmBH. T?;?r;i’u i nz_l ?:lla 0 0
Dia chi: Henkelstr. 67, 40589 j X .
3. Hydrogenated castor oil:
Duesseldorf, Germany. R o s Lo o
Tiéu chuan: EP 10.1 Tén co so san xuat ta dugc: BASF SE
: : Dia chi: Carl - Bosch -Str.38, 67056
Ludwigshafen, Germany.
Tiéu chuén: EP 10.1
i?;?i}éal Colorcon Coating Technology Colorcon Asia Pvt. Limited
. . « T Cong ty TNHH Lién 2 . o . . Dia chi:Plot Nos.M14-M18 Verna
Clarithromycin Cong ty TNHH Lién B0 sung co s¢ san xuat ta duoc Dia chi:No 588 Chundong Road, y .
264 STELLA 250 mg VD-31395-18 Doanh Stellapharm Doranh 'Stellapharm - 2734/TDTN 06/06/2022 Opadry vang 20H52875(MiV-N2) |Minhang District, Shanghai, 201108, Indl_.lstnal Estate, Verna. Goa 403 722,
Chi nhanh 1 China India.
Tiéu chuén: TCCS Tiéu chuan: TCCS
1. Nectar Lifesciences Limited
Dia chi vén phong:_ S€0. 38_ -3, Nectar Lifesciences Limited
Sector 9-D, Chandigarh, India. . . N
A PO A PO - - £ £ ., c . Dia chi van phong: S.C.0. 38 — 39, Sector
Tenamyd- Cong ty Co phan Dugc  |Cong ty Co phan Dugc B0 bdt co so san xuat duge chat  [Pia chi nha may: Vill. Saidpura, Teh. . .
265 . VD-19446-13 2 2 1063/TDTN-N 11/3/2021 . - . . . 9-D, Chandigarh, India.
Cefotaxime 500 pham Tenamyd pham Tenamyd (MiV-N4) Dera Bassi, Dist. Mohali, Punjab, India. . s, . .
. Dia chi nha may: Vill. Saidpura, Teh.
2. Reyoung Pharmaceutical Co., Ltd. Dera Bassi, Dist. Mohali, Punjab, India.
Dia chi: No.1, Ruiyang Road, Yiyuan ’ ’ > FUa, '
Country, Shandong Province, P.R. China.
1. Nectar Lifesciences Limited
Dia chi vén phong:_ S€0. 38_ -3, Nectar Lifesciences Limited
Sector 9-D, Chandigarh, India. . . N
A 213 A FRRY 1 - £ £ e ., c . Dia chi van phong: S.C.0. 38 — 39, Sector
266 Tenamyd- VD-19445-13 Cong ty Co phan Dugc  |Cong ty Co phan Dugc 1061/TDTN-N 11/3/2021 B0 bdt co so san xuat duge chat  [Pia chi nha may: Vill. Saidpura, Teh. 9-D. Chandicarh. India
Cefotaxime 2000 phdm Tenamyd phdm Tenamyd (MiV-N4) Dera Bassi, Dist. Mohali, Punjab, India. ’ arh, )

2. Reyoung Pharmaceutical Co., Ltd.
Dia chi: No.1, Ruiyang Road, Yiyuan
Country, Shandong Province, P.R. China.

Dia chi nha may: Vill. Saidpura, Teh.
Dera Bassi, Dist. Mohali, Punjab, India.
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1. Nectar Lifesciences Limited
Dia chi van phong: S.C.O. 38 — 39,
Sector 9-D, Chandigarh, India.
Dia chi nha may: Vill. Saidpura, Teh. Fresenius Kabi Ipsum S.R.L
N PO N PO e L 2 I Dera Bassi, Dist. Mohali, Punjab, India. [Dia chi van phong: Piazza Maestri del
267 |Fenamyd- VD-19450-13 Cong ty C6 phan Duge |Congty CO phan Duge | 37 4 rpypy g 670021 |BObOteososinxuatdugechat ) b o Kabi Tpsum SRL Lavoro 7, 20063 %Zemusco, Sul Naviglio,
Ceftriaxone 2000 pham Tenamyd pham Tenamyd (MiV-N4) . . . . .
Dia chi van phong: Piazza Maestri del Milan, Italy.
Lavoro 7, 20063 Cernusco, Sul Naviglio, |Pia chi nha may: Via San, Leonardo 23-
Milan, Italy. 45010, Villadose, Rovigo, Italy.
Dia chi nha may: Via San, Leonardo 23-
45010, Villadose, Rovigo, Italy.
1. Nectar Lifesciences Limited
Dia chi van phong: S.C.O 38-39, Sector 9-
D, Chandigarh -160 009 - India.
Dia chi nha may: Unit II, Village
Saidpura, District Mohali, Near
Chandigarh, India — 140 507 Tehsil Dera | Nectar Lifesciences Limited
Bassi, Punjab. Dia chi van phong: S.C.O 38-39, Sector 9-
. PO . PO 1 - £ £ 2. Orchid Pharma Limited D, Chandigarh -160 009 - India.
268 |Pimefast 1000 VD-23658-15 Cli’?g ‘Ty co ph;“ Duoc Cli’?g ‘Ty co ph;“ Duoe | 50 11/rpTNN 8/6/2021 Bh;’[.'if_‘ch $0 sdn xuat duoe chat g e phong: Orchid Towers, 313, |Dia chi nha may: Unit IL, Village
pham fenamy pham fenamy (Mi ) Valluvar Kottam High Road, Saidpura, District Mohali, Near
Nungambakkam, Chennai - 600 034, Chandigarh, India — 140 507 Tehsil Dera
India. Bassi, Punjab.
Dia chi nha may: Plot No.121-128, 128A-
133, 138-151 & 159-164, SIDCO
Industrial Estate, Alathur - 603 110,
Kancheepuram District, Tamil Nadu,
India.
1. Nectar Lifesciences Limited
Dia chi van phong: S.C.O 38-39, Sector 9-
D, Chandigarh -160 009 - India.
Dia chi nha may: Unit II, Village
Saidpura, District Mohali, Near
Chandigarh, India — 140 507 Tehsil Dera |Nectar Lifesciences Limited
Bassi, Punjab. Dia chi van phong: S.C.O 38-39, Sector 9-
N PO N PO 1. - £ £ 2. Orchid Pharma Limited D, Chandigarh -160 009 - India.
269 |Pimefast 2000 VD-23659-15 C}‘l’f‘g ‘]Y Co phda“ Duge C}‘l’f‘g ‘]Y Co phda“ Duge | 410/TBTN-N 8/6/2021 th_t{/‘it;: s san xuat duge chat ) 5 an phong: Orchid Towers, 313, |Bia chi nha may: Unit 11, Village
pham tenamy pham fenamy (Mi ) Valluvar Kottam High Road, Saidpura, District Mohali, Near
Nungambakkam, Chennai - 600 034, Chandigarh, India — 140 507 Tehsil Dera
India. Bassi, Punjab.
Dia chi nha may: Plot No.121-128, 128A-
133, 138-151 & 159-164, SIDCO
Industrial Estate, Alathur - 603 110,
Kancheepuram District, Tamil Nadu,
India.
R FURY N FURY Ding ky lai giay ching nhén tuan
270 | Tenamyd- VD-19444-13 Cong ty Co phan Duoc 1Congty CO phan Duge |5 iy 28/3/2022  |thi duoe dién chau Au (CEP) CEP 4n ban s6 R1-CEP 2004-129-Rev 05 |CEP 4n ban s6 R1-CEP 2004-129-Rev 06
Ceftazidime 500 pham Tenamyd pham Tenamyd

(MiV-N5)
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Cefotaxime 2000 Cong ty C phin Duge |Cong ty C4 phin Duoc Cip nhit tiéu chuin thanh phim  [1. Tiéu chudn thanh phim: USP 42 1. Tiéu chuén thanh phim: USP 2022
L (z"g(e)r(l))c G Taxibiotic | VD-19008-13 phidm Tenamyd phdm Tenamyd 401/TETN 11/08/2022 va dugc chit (MiV-N6) 2. Cefotaxim natri: USP 42 2. Cefotaxim natri: USP 2022
Cefotaxime 1000 Cong ty C phin Duge |Cong ty C4 phin Duoc Cap nhit tiéu chuin thanh phim  [1. Tiéu chudn thanh phim: USP 42 1. Tiéu chuén thanh phim: USP 2022
2 (1"{)(6)1(1))0 G Taxibiotics | VD-19007-13 phidm Tenamyd phdm Tenamyd 4012/TBTN 11/08/2022 va dugc chit (MiV-N6) 2. Cefotaxim natri: USP 42 2. Cefotaxim natri: USP 2022
Cefotaxime 500 Cong ty C phin Duge |Cong ty C4 phin Duoc Cap nhét tiéu chuin thanh phim  [1. Tiéu chuan thanh phim: USP 42 1. Tiéu chuén thanh pham: USP 2022
273 (S"g(e)r)l o Taxibiotic  |VD-19009-13 phém Tenamyd phém Tenamyd 4013/TBTN 11/08/2022 va dugc chit (MiV-N6) 2. Cefotaxim natri: USP 42 2. Cefotaxim natri: USP 2022
Cefuroxime 1500 Cong ty C phin Duge |Cong ty C4 phin Duoc Cap nhit tiéu chuin thanh phim  [1. Tiéu chudn thanh phim: USP 42 1. Tiéu chuén thanh phim: USP 2022
274 (1"15"(6)1(1))0 G Cefurofast | VD-19936-13 phidm Tenamyd phdm Tenamyd 4015/TBTN 11/08/2022 va dugc chit (MiV-N6) 2. Cefuroxim natri: USP 42 2. Cefuroxim natri: USP 2022
Ceftazidime 500 N PO N PO N A 2 \ 2 1. Tiéu chuin thanh phﬁm: USP 42 1. Tiéu chuan thanh ph'?im: USP 2022
275 |(Tén cii Zidimbiotic [VD-19937-13 Cli’;i ‘Tyei;’rih;“ Duoc Cli’;i ‘Tyei;’rih;“ Duoe | 3e91/mRTN 11/08/2022 S:i;:catc;izr g\l/‘ﬁ'\iﬂ;f;‘;"h pham ;" e ftazidim pentahydrat dém v natri |2 Ceftazidim pentahydrat dém voi natri
500) P 4 P 4 : carbonat: USP 42 carbonat: USP 2022
Ceftazidime . P ) PO o P : 1. Tiéu chuin thanh pham: USP 42 1. Tiéu chuin thanh pham: USP 2022
276 |(Tén cii Zidimbiotic [VD-19012-13 C;: énri t"l)'leistshdan Duge Cli) énri t_l)_lei;sh;n Duge 3892/TBTN 11/08/2022 S:is:::tctk:;l &}/}?{aﬁl\t]}:;nh pham 2. Ceftazidim pentahydrat dém véi natri  |2. Ceftazidim pentahydrat dém vdi natri
1000) P 4 P 4 X carbonat: USP 42 carbonat: USP 2022
Ceftazidime 2000 R FURY R FURY N Aria PO z 1. Tiéu chuan thanh pham: USP 42 1. Tiéu chuén thanh phim: USP 2022
277 |(Tén cii Zidimbiotic [VD-19013-13 Cli’;xi ‘Tyei;’rih;“ Duoc Cli’;xi ‘Tyei;’rih;“ Duoe | 3g03mpTN 11/08/2022 S:i;:catcgi g\l/‘[t'én;::;“h pham ;" e ftazidim pentahydrat dém voi natri |2 Ceftazidim pentahydrat dém véi natri
2000) P 4 P 4 ’ carbonat: USP 42 carbonat: USP 2022
Cefuroxime 750 A PO A POy 1. , , & 2z Hop 10 lo; Hop 1 lo; Hop 1 1o + 1 éng
278 |(Tén cii Cefurofast |VD-19006-13 Céng ty C6 phan Duge  |Congty Cophan Duge | 050 pppy 162021 |BO DOt auy cich ddng gdithude | o 4 Db tiem 10ml: Hop 10 To + 10 |Hap 10 1o Hop 1 1o
pham Tenamyd pham Tenamyd thanh pham (MiV-N7) z Lz I
750) ong nudc cat pha tiém 10ml
. Cong ty C6 phin Cong ty TNHH Thay déi cach ghi dia chi co s& . ! o S6 75, phé Yén Ninh, phuong Quén
0 - - - - 7
279 |Ofloxacin 0,3% VD-17714-12 Traphaco Traphaco Hung Yén 4206/TDTN 09/08/2021 dng k§ (MiVN1) 75, Yén Ninh - Ba Dinh - Ha Noi Thanh, quin Ba inh, thinh phd Ha Noi
Céng ty C6 phan Céng ty TNHH Thay déi cach ghi dia chi co s o . A S6 75, phd Yén Ninh, phudng Quéan
280 |Lubrex extra VD-18074-12 Traphaco Traphaco Himg Yén 4206/TDTN 09/08/2021 ding ky (MiV-N1) 75, Yén Ninh - Ba Binh - Ha Noi Thénh, quan Ba Dinh, thanh ph Ha Noi
. Cong ty C6 phin Cong ty TNHH Thay déi cach ghi dia chi co s& . ‘ o S6 75, phé Yén Ninh, phudng Quan
0, - - - - 7
281 [Natri clorid 0,9%  [VD-18075-12 Traphaco Traphaco Hung Yén 4206/TDTN 09/08/2021 ding k§ (MiVN1) 75, Yén Ninh - Ba Dinh - Ha Noi Thanh, quin Ba inh, thinh phd Ha Noi
. Céng ty C6 phan Cong ty TNHH Thay d6i cach ghi dia chi co s s . . S6 75, phd Yén Ninh, phudng Quéan
282 |Loratadin 10 mg VD-18488-13 Traphaco Traphaco Himg Yén 4206/TDTN 09/08/2021 ding ky (MiV-N1) 75, Yén Ninh - Ba Binh - Ha Noi Thénh, quan Ba Dinh, thanh ph Ha Noi
. Cong ty C6 phin Cong ty TNHH Thay dbi cach ghi dia chi co s . ‘ o S6 75, phé Yén Ninh, phudng Quan
283 |Furosemid 40mg VD-18827-13 Traphaco Traphaco Hung Yén 4206/TDTN 09/08/2021 ding ky (MiV-N1) 75, Yén Ninh - Ba Dinh - Ha Noi Thénh, quan Ba Binh, thanh phé Ha Noi
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s [t T vsannaz e O e ven | 00TDIN | oo [ SRS RIS v N papin-panei LIPS S P e
55 o (vt O e | 4TI | ovosaonn g BRSO e samin- s
G e [VDtoszsis (e O ey T e | 42007DIN | ovonoan  [p SRS R GRCRIETSE s v N papin-Hanei LIPS S P e
287 |Aspirin - 100 VD-20058-13 %’;ita’;oco phin ?f;i;ycggfi ven 4206/TDTN 09/08/2021 g:z;sfi(;faﬁ’;)dia chi oSO 175 vén Ninh - Ba Dinh - Ha Noi ii:jhp;fazglagmﬁ::ﬁ ﬁ“f_‘;; Noi
288 |Lubrex super VD-20059-13 (Tj:’;i;ycf" phin (T::;gh;ycgggi Ven 4206/TDTN 09/08/2021 ;:::Z l‘j},‘j’i(gjic\t;_lg\?li)dia chico'sS 175 ven Ninh - Ba Dinh - Ha Noi i;:jhp;’lfaz;]gmﬁﬁ::}?iﬁ”g Noi
289 [Stilux - 60 VD-20340-13 %’;;‘a’;oco phin ?f;i‘aycggfi ven 4206/TDTN 09/08/2021 E:IZ lffi(;jf\l;ﬂ’li)dia chi oSO 175 vén Ninh - Ba Dinh - Ha Noi i‘k’lzrfhp;faz;}gm?ﬁ::l?i ﬁ“f_‘;; Noi
290 [Methyldopa 250mg  |VD-21013-14 (T::’;i;ycf" phin (T::;i;ycgggi ven 4206/TDTN 09/08/2021 ;:::Z l‘jfi(gjf\t/l_lg\;’li)dia chico'sS 175 vén Ninh - Ba Dinh - Ha Noi i;:jhp;’lfaz;]gmﬁﬁzxiﬁ”ﬁ‘; Noi
291 |Vitamin PP S0mg ~ |VD-21016-14 %’;;‘a’;oco phin ?f;i‘aycgggi ven 4206/TDTN 09/08/2021 E:IZ lffi(;jfsﬂ’li)dia chi oSG 175 vén Ninh - Ba Dinh - Ha Noi i‘k’lzrfhp;faz;}gmfﬁ;‘:l?i ﬁ“f_‘;; Noi
292 |Tottim extra VD-21741-14 (T::’;gh;ycf" phin (T:;’;i;ycgggi Ven 4206/TDTN 09/08/2021 ;:::Z l‘jfi(gjf\t/l_lg\;’li)dia chico'sS 175 vén Ninh - Ba Dinh - Ha Noi i‘;l;fhp;‘lfazglagmﬁﬁ:ﬁiﬁ”;‘; Noi
293 |Vitamin B22mg ~ |VD-21981-14 %’;il‘a’;oco phin ?f;i‘aycgggi ven 4206/TDTN 09/08/2021 g:;‘; fjiﬁf&_ﬂ’;)‘ﬁa chi oSG 175 vén Ninh - Ba Dinh - Ha Noi ?ﬁ:fhpﬁfaffsnfgﬁfﬁmi ﬁ“f_‘;; Noi
294 |Avirerem VD-23891-15 (Tj:’;gh;ycf" phin (Tj:;i;ycgggi ven 4206/TDTN 09/08/2021 ;:::Z l‘jfi(gjic\t;_lg\?li)dia chico'sS 175 vén Ninh - Ba Dinh - Ha Noi i;:jhp;’lfazg;gm%}i:xiﬁ”;‘; Noi
295 |Tratrison VD-23893-15 ?;’;jlta’;oco phin ?f;itaycggfi ven 4206/TDTN 09/08/2021 g:;g lffi(;jf\l;_ﬁ’li)dia chi oSG 175 vén Ninh - Ba Dinh - Ha Noi ii:jhp;fazglalgmfﬁ;‘:l?i ﬁ“f_‘;; Noi
296 [Nude sic miéng T-B |VS-4928-16 (Tj:’;i;ycf" phin (T::;i;ycgggi ven 4206/TDTN 09/08/2021 ;:::Z l‘jfi(gjf\t/l_lg\;’li)dia chico'sS 175 vén Ninh - Ba Dinh - Ha Noi i;:jhp;’lfaz;]gmﬁﬁ::}?iﬁ”g Noi
97 e T e O e | 4ToTN|ovosaonn g BRSO e samin- s
298 |Leivis VD-24973-16 (T::’;i;ycf" phin (T::;i;ycgggi Ven 4206/TDTN 09/08/2021 ;:::Z l‘jfi(gjf\t/l_lg\;’li)dia chicosd |15 ven Ninh - Ba Dinh - Ha Noi i;:jhp;’lfaz;]gmﬁﬁ:r‘:}?iﬁ”;‘; Noi
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299 |Lubrex VD-24974-16 (T::’;i;ycf" phin (T::;i;ycgggi ven 4206/TDTN 09/08/2021 ;:::Z l‘jfi(gjf\t/l_lg\;’li)dia chico'sS 175 vén Ninh - Ba Dinh - Ha Noi i;:jhp;’lfaz;]gmﬁﬁ:r‘:}?iﬁ”;‘; Noi
300 |Lubrex - F VD-24975-16 %’;;‘a’;oco phin ?f;i‘aycgggi ven 4206/TDTN 09/08/2021 g:;‘; fjiﬁf&_ﬂ’;)‘ﬁa chicosG 175 vén Ninh - Ba Dinh - Ha Noi ?ﬁ:fhpﬁfaffsnfgﬁfﬁmi ﬁ“f_‘;; Noi
301 |Nostravin VD-24976-16 (T::’;gh;ycf" phin (T:;’;i;ycgggi ven 4206/TDTN 09/08/2021 ;:::Z l‘jfi(gjic\t;_lg\?li)dia chico'sS 175 vén Ninh - Ba Dinh - Ha Noi i;:jhp;‘fazglagmﬁﬁ:r‘;?iﬁ”;‘; Noi
302 |Periosyn VD-24977-16 %’;ita’;oco phin ?f;i;ycggfi ven 4206/TDTN 09/08/2021 g:;g lffi(;jic\l;_ﬁ’li)dia chi oSO 175 vén Ninh - Ba Dinh - Ha Noi ii:jhp;fazglagmﬁ::ﬁ ﬁ“f_‘;; Noi
303 |Benzosali VD-25411-16 (Tj:’;i;ycf" phin (T::;gh;ycgggi ven 4206/TDTN 09/08/2021 ;:::Z l‘j},‘j’i(gjic\t;_lg\?li)dia chico'sS 175 vén Ninh - Ba Dinh - Ha Noi i;:jhp;’lfaz;]gmﬁﬁ::}?iﬁ”g Noi
304 |Tiotrazole VD-25413-16 %’;;‘a’;oco phin ?f;i‘aycggfi ven 4206/TDTN 09/08/2021 E:IZ lffi(;jf\l;ﬂ’li)dia chicosG 175 vén Ninh - Ba Dinh - Ha Noi i‘k’lzrfhp;faz;}gm?ﬁ::l?i ﬁ“f_‘;; Noi
305 |Tobramycin 0,3%  |VD-25913-16 (T::’;i;ycf" phin (T::;i;ycgggi ven 4206/TDTN 09/08/2021 ;:::Z l‘jfi(gjf\t/l_lg\;’li)dia chico'sS 175 vén Ninh - Ba Dinh - Ha Noi i;:jhp;’lfaz;]gmﬁﬁzxiﬁ”ﬁ‘; Noi
306 Eligmenhyd““at 30 1vpa264sa-17 %’;;‘a’;oco phin ?f;i‘aycgggi ven 4206/TDTN 09/08/2021 E:IZ lffi(;jfsﬂ’li)dia chi oSG 175 vén Ninh - Ba Dinh - Ha Noi i‘k’lzrfhp;faz;}gmfﬁ;‘:l?i ﬁ“f_‘;; Noi
307 |Farel VD-26454-17 (T::’;gh;ycf" phin (T:;’;i;ycgggi ven 4206/TDTN 09/08/2021 ;:::Z l‘jfi(gjf\t/l_lg\;’li)dia chico'sG 175 vén Ninh - Ba Dinh - Ha Noi i;:jhp;‘lfaz;nagmﬁﬁ:ﬁiﬁ”;‘; Noi
308 [Colchicin 1 mg ~ [VD-27365-17 ?f;i‘aycf" phin gf;i‘aycgggi ven 4206/TPTN 09/08/2021 g:;g ffi(;ji"s_ﬂ’li)dia ¢hi 'S0 75 ven Ninh - Ba inh - Ha Noi ii:jhp;fa:;“;;‘ifﬁ;‘:l?i S)“;‘; Noi
310 |Moxifloxacin 0,5% |VD-27366-17 ?;’;jlta’;oco phin ?f;itaycggfi ven 4206/TDTN 09/08/2021 g:;;sfi(;f\l;ﬂ’;)dia chi oSG 175 vén Ninh - Ba Dinh - Ha Noi ii:jhp;fazglalgmfﬁ;‘:l?i ﬁ“f_‘;; Noi
311 |Trajordan VD-27367-17 (Tj:’;i;ycf" phin (T::;i;ycgggi ven 4206/TDTN 09/08/2021 ;:::Z l‘jfi(gjf\t/l_lg\;’li)dia chico'sG 175 vén Ninh - Ba Dinh - Ha Noi i;:jhp;’lfaz;]gmﬁﬁ::}?iﬁ”g Noi
312 |Vinpocetin Smg  [VD-27369-17 %’;;‘a’;oco phin ?f;i‘aycgggi ven 4206/TDTN 09/08/2021 E:IZ lffi(;jf\l;_ﬂ’li)dia chi oSO 175 vén Ninh - Ba Dinh - Ha Noi iﬁ:fhp;fafﬁgﬁifﬁﬁﬂli ﬁ“f_‘;; Noi
313 |Feritonic VD-28363-17 (T::’;i;ycf" phin (T::;i;ycgggi Ven 4206/TDTN 09/08/2021 ;:::Z l‘jfi(gjf\t/l_lg\;’li)dia chico'sS 175 vén Ninh - Ba Dinh - Ha Noi i;:jhp;’lfaz;]gmﬁﬁ:r‘:}?iﬁ”;‘; Noi
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314 |Quimoxi VD-29390-18 (T::’;i;ycf" phin (T::;i;ycgggi ven 4206/TDTN 09/08/2021 ;:::Z l‘jfi(gjf\t/l_lg\;’li)dia chicosd |15 ven Ninh - Ba Dinh - Ha Noi i;:jhp;’lfaz;]gmﬁﬁ:r‘:}?iﬁ”;‘; Noi
315 |Dafrazol VD-30008-18 %’;;‘a’;oco phin ?f;i‘aycgggi ven 4206/TDTN 09/08/2021 g:;‘; fjiﬁf&_ﬂ’;)‘ﬁa chicosG 175 vén Ninh - Ba Dinh - Ha Noi ?ﬁ:fhpﬁfaffsnfgﬁfﬁmi ﬁ“f_‘;; Noi
316 |Fenxicam - M VD-30744-18 (T::’;gh;ycf" phin (T:;’;i;ycgggi ven 4206/TDTN 09/08/2021 ;:::Z l‘jfi(gjic\t;_lg\?li)dia chico'sS 175 vén Ninh - Ba Dinh - Ha Noi i;:jhp;‘fazglagmﬁﬁ:r‘;?iﬁ”;‘; Noi
317 |Samaca VD-30745-18 %’;ita’;oco phin ?f;i;ycggfi ven 4206/TDTN 09/08/2021 g:;g lffi(;jic\l;_ﬁ’li)dia chi oSO 175 vén Ninh - Ba Dinh - Ha Noi ii:jhp;fazglagmﬁ::ﬁ ﬁ“f_‘;; Noi
318 |Levigatus VD-31344-18 (Tj:’;i;ycf" phin (T::;gh;ycgggi ven 4206/TDTN 09/08/2021 ;:::Z l‘j},‘j’i(gjic\t;_lg\?li)dia chico'sS 175 vén Ninh - Ba Dinh - Ha Noi i;:jhp;’lfaz;]gmﬁﬁ::}?iﬁ”g Noi
319 |Piracetam 400mg  |VD-31345-18 %’;;‘a’;oco phin ?f;i‘aycggfi ven 4206/TDTN 09/08/2021 E:IZ lffi(;jf\l;ﬂ’li)dia chicosG 175 vén Ninh - Ba Dinh - Ha Noi i‘k’lzrfhp;faz;}gm?ﬁ::l?i ﬁ“f_‘;; Noi
320 [Quimodex VD-31346-18 (T::’;i;ycf" phin (T::;i;ycgggi ven 4206/TDTN 09/08/2021 ;:::Z l‘jfi(gjf\t/l_lg\;’li)dia chicosd |15 ven Ninh - Ba Dinh - Ha Noi i;:jhp;’lfaz;]gmﬁﬁzxiﬁ”ﬁ‘; Noi
321 |Trafedin new VD-31347-18 %’;;‘a’;oco phin ?f;i‘aycgggi ven 4206/TDTN 09/08/2021 E:IZ lffi(;jfsﬂ’li)dia chi oSG 175 vén Ninh - Ba Dinh - Ha Noi i‘k’lzrfhp;faz;}gmfﬁ;‘:l?i ﬁ“f_‘;; Noi
322 |Colchicin 0,5mg ~ |VD-33795-19 (T::’;gh;ycf" phan (T:;’;i;ycgggi ven 4206/TDTN 09/08/2021 ;:::Z l‘jfi(gjf\t/l_lg\;’li)dia chico'sé 155 ven Ninh - Ba Binh - Ha Noi i;:jhp;‘lfaz;nagmﬁﬁ:ﬁiﬁ”;‘; Noi
323 |Enaritab VD-34378-20 %’;il‘a’;oco phin ?f;i‘aycgggi ven 4206/TDTN 09/08/2021 g:;‘; fjiﬁf&_ﬂ’;)‘ﬁa chi oSG 175 vén Ninh - Ba Dinh - Ha Noi ?ﬁ:fhpﬁfaffsnfgﬁfﬁmi ﬁ“f_‘;; Noi
324 |Celecoxib 200 mg ~ |VD-34843-20 (Tj:’;gh;ycf" phin (Tj:;i;ycgggi ven 4206/TDTN 09/08/2021 ;:::Z l‘jfi(gjic\t;_lg\?li)dia chico'sS 175 vén Ninh - Ba Dinh - Ha Noi i;:jhp;’lfazg;gm%}i:xiﬁ”;‘; Noi
325 |Vitamin B2 10mg  [VD-34953-21 ?;’;jlta’;oco phin ?f;itaycggfi ven 4206/TDTN 09/08/2021 g:;;sfi(;f\l;ﬂ’;)dia chi oSG 175 vén Ninh - Ba Dinh - Ha Noi ii:jhp;fazglalgmfﬁ;‘:l?i ﬁ“f_‘;; Noi
[ gy [oswsss (G cotinons (csuOnous | o |y [ tioin D G o[ o oo

: sodium): USP 40 sodium): USP hién hanh
327 |Taxobiotic 500 VD-19009-13 ;‘::ni tgeignfl;j“ Duge E}?:ni tTyeignfl;j“ Duoe | o6rRTN 17/01/2020 S:z;’::tct}:;l (ﬁ?énl\tll;“h phim é (Tileefl;tca}g: (gl;r;lh dr;}rllagn(l;eLflcil;xigl é (T?lee;tca};ﬁln (ttilv?(ryllh dr;}i%e[ﬁzx}ﬁn o

sodium): USP 40

sodium): USP hién hanh
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N PO N PO N A in PO 2 1. Tiéu chuan thanh pham: USP 40 1. Tiéu chuén thanh pham: USP hién hanh
328 |Taxobiotic 1000 |VD-19007-13 C}?énni ‘]Yeignfhdan Duge C}?énni ‘]Yeisnfl’hda“ Duoe | 07/mpTN 17/01/2020 S:i;’::tct}:;l (ﬁ‘i‘énl\tll:)‘“h pham ;" fotaxim (dusi dang Cefotaxim 2. Cefotaxim (du6i dang Cefotaxim
P Y P Y ° - sodium): USP 40 sodium): USP hién hanh
N FURY R FURY N e ia P z 1. Tiéu chuan thanh pham: USP 40 1. Tiéu chuén thanh pham: USP hién hanh
329 Z:?sf;y:me 1so0 [VD-19453-13 Cli’;xi ‘Tyei;’rih;“ Duge Cli’;ri ‘Tyei;’rih;“ Duoc | o4 rpN 17/01/2020 f:ﬂi?flﬂi? g\l/‘[?ér_l;::;“h PRAM ) " Cefuroxim (dusi dang Cefuroxim 2. Cefuroxim (du6i dang Cefuroxim
P 4 P 4 ° sodium): USP 40 sodium): USP hién hanh
. P . P I P A 1. Tiéu chuin thanh phim: USP 40 1. Tiéu chuén thanh pham: USP hién hanh
330 |Cefurofast 750 VD-19006-13 Cl;) P & l]}_/ Co ph;n Duge Cl;) P & l]}_/ Co ph;n Duge 98/TDTN 17/01/2020 C\a I;;:?l ET? ((;\l/l;‘lér_l]\t::;nh pham 2. Cefuroxim (dudi dang Cefuroxim 2. Cefuroxim (dudi dang Cefuroxim
pham Tenamys pham fenamys va duoe chat {1 sodium): USP 40 sodium): USP hién hanh
. P . P I P A 1. Tiéu chuin thanh pham: USP 40 1. Tiéu chuén thanh phim: USP hién hanh
331 |Taxibiotic 2000 [VD-19008-13 Cli’?g 'Ty co ph;“ Duoc C;’Pg ‘Ty co ph;“ Duoe | ogrrpTN 17/01/2020 C?‘;Egat Ee? &T‘é‘_ﬁ;‘;"h PhAm o o fotaxim (dusi dang Cefotaxim 2. Cefotaxim (dudi dang Cefotaxim
plam Lenamy pham fenaty va quoe ehdt (VI sodium): USP 40 sodium): USP hién hanh
. P . P I P . 1. Tiéu chuin thanh pham: USP 40 1. Tiéu chuén thanh phim: USP hién hanh
332 Ze?amyfl— 750 VD-19452-13 Cl;) P & t]}_/ Co ph;n Duge Cl;) P & t]}_/ Co ph;n Duge 93/TDTN 17/01/2020 C\a I:h;l:at Eil ((;\l/l;l\%;l’_l]\t]l’:;nh pham 2. Cefuroxim (dudi dang Cefuroxim 2. Cefuroxim (dudi dang Cefuroxim
cluroxime pham Tenamys pham L enamys va duge chat (V1 sodium): USP 40 sodium): USP hién hanh
L, Cong ty Cé phin Dugc |Cong ty C6 phin Dugc Thay dbi tén co s& san xuat dugc .
333 |Paralmax cam cim |VD-26120-17 phém Boston Viét Nam  |pham Boston Viét Nam 1815/TPTN 09/04/2020 chét Paracetamol (MiV-N3) Mallinckrodt Inc. SpecGx LLX
Cong ty C6 phin Dugc |Cong ty C6 phin Dugc Thay déi tén co s& san xuat dugc .
334 |Paralmax softcaps  |VD-27815-17 phim Boston Viét Nam  |pham Boston Viét Nam 1814/TPTN 09/04/2020 chét Paracetamol (MiV-N3) Mallinckrodt Inc. SpecGx LLX
1. Lactose monohydrat: BP 2013 1. Lactose monohydrat: BP 2019
2. Cellulose vi tinh thé 101: BP 2013 2. Cellulose vi tinh thé 101: BP 2019
3. Natri starch glycolat: BP 2013 3. Natri starch glycolat: BP 2019
4. Natri lauryl sulfat: BP 2013 4. Natri lauryl sulfat: BP 2019
R R Cép nhit tiéu chuén chit lugng ta |5. Magnesi sterat: BP 2013 5. Magnesi sterat: BP 2019
335 |Nokatip 150 QLBB-512-15 g(en;lgtlizaﬂfel\IHH BRV EZZEIK;QQHH BRY 6303/TPTN-N 19/10/2020 dugc khi cap nhét phién ban cia 6. Hydroxypropyl methylcellulose 6¢Ps:  |6. Hydroxypropyl methylcellulose 6¢Ps:

cung dugc dién (MiV-N6)

BP 2013

7. Polyethylen glycol 6000: BP 2013
8. Talc: USP 36

9. Titan dioxyd: BP 2013

10. Nude tinh khiét: BP 2013

2019

7. Polyethylen glycol 6000: 2019
8. Talc: USP 42

9. Titan dioxyd: 2019

10. Nude tinh khiét: 2019
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1. Lactose monohydrat: BP 2009 1. Lactose monohydrat: BP 2019
2. Tinh bdt ng6: BP 2009 2. Tinh bot ngd: BP 2019
Cap nhat tiéu chudn chit wong 3. Natri starch glycolat: BP 2009 3. Natri starch glycolat: BP 2019
. . § T, AN 4. Silic dioxyd dang keo khan: BP 2009  [4. Silic dioxyd dang keo khan: BP 2019
336 [Diép ha chau- BVP | vD21607-14 |COngty TNHHBRV 1Cong ty INHH BRV. |- 5500y 14172000 |duoc chat, thduge khicapmhat 5Ty G Cerat: BP 2009 5. Magnesi sterat: BP 2019
Healthcare Healthcare phién ban cua cung dugc dién
(MiV-N6) 6. Talc: USP 32 6. Talc: USP 41
! 7. Ethanol 96%: BP 2009 7. Ethanol 96%: BP 2019
8. Nuoe tinh khiét: BP 2009 8. Nude tinh khiét: BP 2019
1. Hydroxypropyl Methylcellulose 6cPs: 1. Hydroxypropyl Methylcellulose 6¢Ps:
BP 2013
. BP 2019
2. Magnesi Stearat: BP 2013 .
3. Polyethylen Glycol 6000: BP 2013 |-~ Magnesi Stearat: BP 2019
Cone tv TNHHBRYV  |Céne ty TNHE BRV Cap nhit tiéu chuan chit lugng ta 4' TalZ' ng 16 4 ’ 3. Polyethylen Glycol 6000: BP 2019
337 |Umkanib 400 QLDB-514-15 et et 6061/TDTN-N 06/10/2020 dugc khi cdp nhat phién ban caa R, 4. Talc: USP 42
Healthcare Healthcare . 2 . 5. Titan Dioxyd: BP 2013 . .
cung dugc dién (MiV-N6) 5. Titan Dioxyd: BP 2019
6. Ethanol 96%: BP 2013
7. Nue Tinh Khiét: BP 2013 6. Ethanol 96%: BP 2019
- e T ek 7. Nuéc Tinh Khiét: BP 2019
1. Paracetamol: USP 36 1. Paracetamol: USP 41
2. Natri Starch glycolat: BP 2013 2. Natri Starch glycolat: BP 2019
3. Tinh bdt ngd: BP 2013 3. Tinh bét ng6: BP 2019
4. Povidon K30: BP 2013 4. Povidon K30: BP 2019
5. Natri lauryl sulfat: BP 2013 5. Natri lauryl sulfat: BP 2019
Cép nhit tiéu chuén chit lugng  |6. Talc: USP 36 6 Talc: USP 42
.. Cong ty TNHH BRV Cong ty TNHH BRV dugc chit, ta dugc khi cap nhat 7. Magnesi stearat: BP 2013 7. Magnesi stearat: BP 2019
338 |Bivinadol 325 VD-25574-16 Healthcare Healthcare SO/TDTN-N 05/0172021 phién ban ciia cing dugc dién 8. Hydroxypropyl methylcellulose 6¢Ps: |8. Hydroxypropyl methylcellulose 6¢Ps:
(MiV-N6) BP 2013 BP 2019
9. Polyethylen glycol 400: BP 2013 9. Polyethylen glycol 400: BP 2019
10. Propylen glycol: BP 2013 10. Propylen glycol: BP 2019
11. Titan dioxyd: BP 2013 11. Titan dioxyd: BP 2019
12. Nudc tinh khiét: BP 2013 12. Nudc tinh khiét: BP 2019
| Paracetamol: 1. Paracetamol:
) ’ +USP 41
+ USP 36
+BP 2013 +BP 2018
2. Natri Starch glycolat: BP 2013 2 N.a trl SAtarchAglycolat: BP 2019
. A 3. Tinh bét ngd: BP 2019
3. Tinh bot ngd: BP 2013 .
. 4. Povidon K30: BP 2019
A A in 2 £ 4. Povidon K30: BP 2013 X
Cap nhat tiéu chuan chat luong 5. Natri lauryl sulfat: BP 2013 5. Natri lauryl sulfat: BP 2019
339 [Bivinadol 500 VD24668-16  |Congt TNHHBRV - Cong ty TNHH BRV 1 66y 05/01/2021  |dugc chat, té duge khi cip nhdt | r ) yop 36 6. Tale: USP 42
Healthcare Healthcare phién ban ctia cung duoc dién 7. Magnesi stearat: BP 2019

(MiV-N6)

7. Magnesi stearat: BP 2013

8. Hydroxypropyl methylcellulose 6¢Ps:
BP 2013

9. Polyethylen glycol 400: BP 2013

10. Propylen glycol: BP 2013

11. Titan dioxyd: BP 2013

12. Nude tinh khiét: BP 2013

8. Hydroxypropyl methylcellulose 6¢Ps:
BP 2019

9. Polyethylen glycol 400: BP 2019

10. Propylen glycol: BP 2019

11. Titan dioxyd: BP 2019

12. Nudc tinh khiét: BP 2019
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1. Tablettose 100 (lactose monohydrat): |1. Tablettose 100 (lactose monohydrat):
EP 8.0 EP 9.0
2. Cellulose vi tinh thé 101: BP 2014 2. Cellulose vi tinh thé 101: BP 2019
Cap nht tiéu chuin chét lrong t 3. Croscarmellose natri: BP 2014 3. Croscarmellose natri: BP 2019
340 |Bivosos QLDB-668-18 Cong ty TNHH BRV Cong ty TNHH BRV 4403/ TPTN-N 28/7/2020 duoc khi cap nhat phién ban cda 4. Magnesi sterat: BP 2014 4. Magnesi sterat: BP 2019
Healthcare Healthcare ine duoe dién (MiV-N6 5. Hydroxypropyl methylcellulose 6¢Ps:  |5. Hydroxypropyl methylcellulose 6¢Ps:
cung duge dién (MiV-N6) USP 38 USP 41
6. Polyethylen glycol 400: EP 8.0 6. Polyethylen glycol 400: EP 9.0
7. Talc: USP 38 7. Talc: USP 41
8. Nudc tinh khiét: BP 2014 8. Nudc tinh khiét: BP 2019
1. Nhém phosphat gel 20%: EP 7.0 1. Nhém phosphat gel 20%: EP 10.0
2. Sorbitol 70%: BP 2008 2. Sorbitol 70%: BP 2022
Cép nhit tiéu chuén chit lupng 3. Tinh diu bac ha: DDVN IV 3. Tinh diu bac ha: DBVN V
. Cong ty ¢b phin Duge  [Cong ty ¢d phin Duogc duoc chét, ta dugc khi cap nhat 4. Xanthan gum: USP 29 4. Xanthan gum: USP 2021
341 |Phosfalruzil VD-16780-12 Pdng Nai Pdng Nai S765/TBTN 230920201 ien ban cia cing duoc dién |5, Kali sorbat: BP 2008 5. Kali sorbat: BP 2022
(MiV-N6) 6. Ethanol 96%: DDVN IV 6. Ethanol 96%: DDVN V
7. Nuéc RO: BP 2008 7. Nuéc RO: BP 2022
Cong ty ¢b phin Duge  [Cong ty TNHH Dugc Thay ddi tén co s san xuat (MiV- | . z N FRRY 2
342 |Tonagas VD-34698-20 phim Liviat phim Phuong Nam 536/TDTN-N 29/01/2021 NO) Cong ty TNHH Dugc pham Phuong Nam |Cong ty C6 phan Dugc pham Phuong Nam
Cap nhat tiéu chuén chét lugng
duogc chit Gabapentin cua nha san
xudt Jiangxi Synergy
343 [Nuradre 300 VD-27684-17  |COnety TNHH BRV:|Cong ty INHH BRV' | 300, 19/7/2021  |Pharmaceutical Co. Ltd va Jiangxi | o 5g USP 42
Healthcare Healthcare Fengxin Industrial Park, Fengxin
330700, Jiangxi Province,
P.R.China khi cép nhat phién ban
clia ciing dugc dién (MiV-N6)
1. Paracetamol: BP 2013 1. Paracetamol: BP 2019
2. Cafein: BP 2013 2. Cafein: BP 2020
3. Natri starch glycolat: BP 2013 3. Natri starch glycolat: BP 2020
4. Tinh bot ng6: BP 2013 4. Tinh bot ng6: BP 2020
5. Povidon K30: BP 2013 5. Povidon K30: BP 2020
Cap nht tiéu chudn chét lrong 6.. Natri lauryl sulfat: BP 2013 6.. Natri lauryl sulfat: BP 2020
- - 3 T, AN 7. Silic dioxyd dang keo khan: BP 2013 7. Silic dioxyd dang keo khan: BP 2020
344 [Bivinadol extra vD3sior2r  [Coney TNHHBRV - Cong ty INHHBRV. | 5000 rpyr N | jojo720p1  |d0C chat, té duge khi cap nhdt g p) - 1yqp 36 8. Talc: USP 42
Healthcare Healthcare phién ban cua cung dugc dién

(MiV-N6)

9. Magnesi stearat: BP 2013

10. Hydroxypropyl methylcellulose 6¢Ps:
BP 2013

11. Propylen glycol: BP 2013

12. Polyethylen glycol 400: BP 2013

13. Titan dioxyd: BP 2013

14. Nude tinh khiét: BP 2013

9.

Magnesi stearat: BP 2020

10. Hydroxypropyl methylcellulose 6¢Ps:
BP 2020

1

1. Propylen glycol: BP 2020

12. Polyethylen glycol 400: BP 2020
13. Titan dioxyd: BP 2020
14. Nude tinh khiét: BP 2020

56




M tiép nhén hd

Ndi dung dé nghi thay ddi bd

gelatin clig rong

cung dugc dién/ MiV-N6

Acid acetic: BP 2017
Titan dioxyd: USP 41

Acid acetic: BP 2020
Titan dioxyd: USP 43

A A A = I 2 = 3 2 2 A A A a A . ~ Py A Y . A A Re
STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Thong tin cip nhat thay doi
1. Silicon dioxyd: USP 41 1. Silicon dioxyd: USP 43
2. Natri lauryl sulfat: USP 41 2. Natri lauryl sulfat: USP 43
Cong ty cb phin dugc PO i £ . |3. Methylparaben: BP 2017 3. Methylparaben: BP 2020
% A PO z y R Thay d6i tiéu chuan chat lugng ta . .
345 Nan5 Gelatin rong VD-23520-15 C0;n5 ty 0 phan dugc phyam Cuu Izoné—Nha 2979/TDTN-N 02/06/2020 duge khi cap nhat phién ban cua 4. Propylparaben. BP 2017 4. Propylparaben. BP 2020
size 0 pham Ctru Long may san xuat nang cline duoc dién/ MiV-N6 5. Glycerin: USP 41 5. Glycerin: USP 43
gelatin cling rong & €U ) 6. Acid acetic: BP 2017 6. Acid acetic: BP 2020
7. Titan dioxyd: USP 41 7. Titan dioxyd: USP 43
8. Polyethylen glycol 4000: USP 41 8. Polyethylen glycol 4000: USP 43
1. Silicon dioxyd: USP 41 1. Silicon dioxyd: USP 43
2. Natri lauryl sulfat: USP 41 2. Natri lauryl sulfat: USP 43
Céng ty ¢b phan dugc YO 2 £ . |3. Methylparaben: BP 2017 3. Methylparaben: BP 2020
Loz N FURY z . s Thay d6i tiéu chuan chat luong ta . )
346 Nang Gelatin rong VD-23521-15 CoPg ty f:o phan dugc ph,am CLru Izong—Nha 2979/ TDTN-N 02/06/2020 duge khi cap nhat phién ban cia 4. Propyll.)arabenA BP 2017 4. Propyll.)arabenA BP 2020
size 00 pham Ctru Long mdy san xuat nang ine duoc dién/ MiV-N6 5. Glycerin: USP 41 5. Glycerin: USP 43
gelatin ctmg rng cung duge dien/ M 6. Acid acetic: BP 2017 6. Acid acetic: BP 2020
7. Titan dioxyd: USP 41 7. Titan dioxyd: USP 43
8. Polyethylen glycol 4000: USP 41 8. Polyethylen glycol 4000: USP 43
1. Silicon dioxyd: USP 41 1. Silicon dioxyd: USP 43
2. Natri lauryl sulfat: USP 41 2. Natri lauryl sulfat: USP 43
Cong ty cb phin dugc YO 2 £ . |3. Methylparaben: BP 2017 3. Methylparaben: BP 2020
% A 213 Z . R Thay d6i tiéu chuan chat luong ta . .
347 Nan5 Gelatin rong VD-23522-15 C0;n5 ty 0 phan dugc phyam Cuu Izoné—Nha 2979/ TDTN-N 02/06/2020 duge khi cap nhat phién ban cia 4. Propylparaben. BP 2017 4. Propylparaben. BP 2020
size 2 pham Ctru Long may san xuat nang cline duoc dién/ MiV-N6 5. Glycerin: USP 41 5. Glycerin: USP 43
gelatin clig rong & €U0 6. Acid acetic: BP 2017 6. Acid acetic: BP 2020
7. Titan dioxyd: USP 41 7. Titan dioxyd: USP 43
8. Polyethylen glycol 4000: USP 41 8. Polyethylen glycol 4000: USP 43
1. Silicon dioxyd: USP 41 1. Silicon dioxyd: USP 43
2. Natri lauryl sulfat: USP 41 2. Natri lauryl sulfat: USP 43
Céng ty ¢b phan dugc YO 2 £ . |3. Methylparaben: BP 2017 3. Methylparaben: BP 2020
L% R FURY z . s Thay d6i tiéu chuan chat luong ta . )
348 Nang Gelatin rong VD-23523-15 CoPg ty f:o phan dugc ph,am Cuu Izong—Nha 2979/ TDTN-N 02/06/2020 duge khi cap nhat phién ban cia 4. Propyll.)arabenA BP 2017 4. Propyll.)arabenA BP 2020
size 3 pham Ctru Long mdy san xuat nang ine duoc dién/ MiV-N6 5. Glycerin: USP 41 5. Glycerin: USP 43
gelatin ctmg rng cung duge dien/ M 6. Acid acetic: BP 2017 6. Acid acetic: BP 2020
7. Titan dioxyd: USP 41 7. Titan dioxyd: USP 43
8. Polyethylen glycol 4000: USP 41 8. Polyethylen glycol 4000: USP 43
1. Silicon dioxyd: USP 41 1. Silicon dioxyd: USP 43
2. Natri lauryl sulfat: USP 41 2. Natri lauryl sulfat: USP 43
Cong ty cd phan dugc PO 2 N . |3. Methylparaben: BP 2017 3. Methylparaben: BP 2020
% A 213 Z . R Thay d6i tiéu chuan chat lugng ta
Nang Gelatin rong Cong ty ¢6 phan dugc  |pham Curu Long-Nha A PR 4. Propylparaben: BP 2017 4. Propylparaben: BP 2020
349 size 4 VD-23524-15 phidm Ciru Long may san xudt nang 2979/TDTN-N 02/0612020 duge khi cp nhat phién ban cda 5. Glycerin: USP 41 5. Glycerin: USP 43
6. 6.
7. 7.
8. 8.

Polyethylen glycol 4000: USP 41

Polyethylen glycol 4000: USP 43
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1. Silicon dioxyd: USP 41 1. Silicon dioxyd: USP 43
2. Natri lauryl sulfat: USP 41 2. Natri lauryl sulfat: USP 43
Cong ty cd phin duge 2. a 2 £ . |3. Methylparaben: BP 2017 3. Methylparaben: BP 2020
Lox A PO z " R Thay d6i tiéu chuan chat luong ta . .
350 Nan5 gelatin rong VD-24755-16 C0;n5 ty"co phan dugc ph"am Cuu Izong—Nha 2979/ TDTN-N 02/06/2020 duge khi cap nhat phién ban cia 4. Propyl[_)araben. BP 2017 4. Propyl[_)araben. BP 2020
size 1 pham Ctru Long may san xuat nang cline duoc dién/ MiV-N6 5. Glycerin: USP 41 5. Glycerin: USP 43
gelatin clig rong & €U0 6. Acid acetic: BP 2017 6. Acid acetic: BP 2020
7. Titan dioxyd: USP 41 7. Titan dioxyd: USP 43
8. Polyethylen glycol 4000: USP 41 8. Polyethylen glycol 4000: USP 43
A FRRY A PO Fop. . o ax , S U, < . |253 Dung Si Thanh Khé, Phuong Thanh
351 |Danospan VD-24083-16 Cong ty Co phan Dugc  |Cong ty Co phan Dugc 3369/ TDTN-N 07/01/2022 Thay doi dia chi co so dang ky/ 25:3 Dun.% Si Thanh Khé, Thanh pho Ba Khé Tay, Quan Thanh Khé, Thanh pho
Danapha Danapha MiV-N1 Nang, Viét Nam L s N
Da Nang, Viét Nam
N FURY R FURY PO - £ . A N 253 Diing Si Thanh Khé¢, Phuong Thanh
352 [Danospan VD-24083-16 Cong ty Co phan Dugc  |Cong ty C6 phan Dugc 3369/ TDTN-N 07/01/2022 ThaA,y d01‘ dia ch; co sq san xuat 253A Dun‘g Si Tkianl? Klzle, Quan Thanh Khé Tay, Quan Thanh Khé, Thanh phb
Danapha Danapha thuoc thanh pham/ MiV-N9 Khé, Thanh pho Da Nang T N
Da Nang, Viét Nam
1. Lactose monohydrat: EP 8 1. Lactose monohydrat: EP 10
2. Eragel: USP 38 2. Eragel: USP-NF 2021
Cong tv cb ohin duoe  |Cong tv ¢ ohin duoe Thay ddi tiéu chudn chét lugng ta 3. Povidon K30: USP 38 3. Povidon K30: USP-NF 2021
353 [Sulpirid 200 mg VD-18907-13 Dani }yla P ° Dani }yla P ° 5932/TDTN-N 19/11/2021  |duge khi cap nhat phién ban cia  |4. Crospovidon: USP 38 4. Crospovidon: USP-NF 2021
P P cung dugc dién/ MiV-N6 5. Magnesi stearat: USP 38 5. Magnesi stearat: USP-NF 2021
6. Aerosil: JP XVI 6. Aerosil: JP XVII
7. Nuéc tinh khiét: DDVN IV 7. Nudc tinh khiét: DDVN V
Thay déi tiéu chuén cht lugng
354 |Sulpirid 200 mg VD-18907-13  |Conety cophanduge |Congty cdphanduoe | 595, ppp 19/11/2021  |duoe cht sulpirid khi cap nhdt g, o EP 10
Danapha Danapha phién ban cta cung dugc dién/
MiV-N6
A FRpY A PR PO o ax . S PO, <. |253 Diing Si Thanh Khé, Phuong Thanh
355 [Danapha-Telfadin  |VD-24082-16 Congty Co phan Duge |Cong ty Cophan Duge | 1y ¢ rppyy 04/05/2022 | hay doi dia chico's6 dang ky/ 1253 Diing ST Thanh Khé, Thanh pho D&\ s a0 " an Thanh Khé, Thanh phé
Danapha Danapha MiV-N1 Nang, Viét Nam s .
Da Nang, Viét Nam
N PO A PO PR . . S PO, < . |253 Diing Si Thanh Khé, Phuong Thanh
356 |Garmnotal VD-24084-16 Cong ty Co phan Dugc  |Cong ty Co phan Dugc 2116/TDTN-N 04/05/2022 Thay doi dia chi co so dang ky/ 25:3 Dun.% Si Thanh Khé, Thanh pho Ba Khé Tay, Quan Thanh Khé, Thanh phb
Danapha Danapha MiV-N1 Nang, Viét Nam s .
Da Nang, Viét Nam
A PR A PO PO o ax . S U, < . |253 Diing Si Thanh Khé, Phuong Thanh
357 |Haloperidol 1,5 mg |VD-24085-16 Congty Co phan Duge |Cong ty Cophan Duge | ¢ rppyy 04/05/2022 | hay doi dia chico's6 dang ky/ 1253 Diing ST Thanh Khé, Thanh pho D& \y\ s a0 " an Thanh Khe, Thanh phé
Danapha Danapha MiV-N1 Nang, Viét Nam LS N
Da Nang, Viét Nam
A PR A PO PO o ax . S PO, < . |253 Diing Si Thanh Khé, Phuong Thanh
358 [Paracetamol 500 mg |VD-24086-16 Congty Co phan Duge |Cong ty Cophan Duge | ¢ rppyy 04/05/2022 | /hay doi dia chico's6 dang ky/ 1253 Diing ST Thanh Khé, Thanh pho D&\ s 1o " an Thanh Khe, Thanh phé
Danapha Danapha MiV-N1 Nang, Viét Nam

Pa Ning, Viét Nam
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A PO A PO P . £ ~ " X N 253 Diing Si Thanh Khé¢, Phuong Thanh
359 [Danapha-Telfadin  |VD-24082-16 Congty Co phan Duge |Cong ty Cophan Duge | 1y ¢ rppy 04/05/2022 | [hay doi dia chi co's6 san xuat 1253 Diing ST Thanh Khé, Quan Thanh \\ s pa " an Thanh Khé, Thanh phé
Danapha Danapha thudc thanh pham/ MiV-N9 Khé, Thanh ph6 Da Nang R N
Da Nang, Viét Nam
N PO A PO P , . £ ~ " X N 253 Diing Si Thanh Khé, Phuong Thanh
360 |Gamotal VD-24084-16 Cong ty Co phan Dugc  |Cong ty Co phan Dugc 2116/TDTN-N 04/05/2022 Thaﬂry dO{ dia ch;1 €0 80 sin xuat 25.{ Dun‘g Si T}ian}} Kl:e, Quén Thanh Khé Tay, Quan Thanh Khé, Thanh phb
Danapha Danapha thudc thanh pham/ MiV-N9 Khé, Thanh ph6 Da Nang s N
Da Nang, Viét Nam
N PO A FUIRY P . . £ ~ " X N 253 Diing Si Thanh Khé¢, Phuong Thanh
361 |Haloperidol 1,5 mg |VD-24085-16 Congty Co phan Duge |Cong ty Cophan Duge | 1y ¢ rppy 04/05/2022 | [hay doi dia chi co's6 san xuat 1253 Diing ST Thanh Khé, Quan Thanh \y s o " an Thanh Khé, Thanh phé
Danapha Danapha thudc thanh pham/ MiV-N9 Khé, Thanh ph6 Da Nang LS N
Da Nang, Viét Nam
A PO A PR PO o £ S X N 253 Diing Si Thanh Khé, Phuong Thanh
362 [Paracetamol 500 mg |VD-24086-16 Congty Co phan Duge |Cong ty Cophan Duge | 1y ¢ rppyy 04/05/2022 | [hay doi dia chi co's6 san xuat 1253 Diing ST Thanh Khé, Quan Thanh \\ s e " an Thanh Khé, Thanh phé
Danapha Danapha thudc thanh pham/ MiV-N9 Khé, Thanh ph6 Da Nang R N
Da Nang, Viét Nam
A PO A PO P , . . ~ " X N <. |253 Diing Si Thanh Khé, Phuong Thanh
363 [Nuse cat tiem VD-15083-11 Cong ty Co phan Dugc  |Cong ty Co phan Dugc 3368/ TDTN 07/01/2022 Thay doi dia chi co so dang ky/ 25:3 Dun.% Si Thanh Khé, Thanh pho Ba Khé Tay, Quan Thanh Khé, Thanh phb
Danapha Danapha MiV-N1 Nang, Viét Nam s .
Da Nang, Viét Nam
A PO A PO P . . £ ~ " X N 253 Diing Si Thanh Khé¢, Phuong Thanh
364 [Nuéc cat tiem VD-15083-11 Congty Co phan Duge | Cong ty C6 phan Duge | 3346 mppy 07/01/2022 | [hay doi dia chi co's6 san xuat 1253 Ding ST Thanh Khé, Quan Thanh \y\ s pa " an Thanh Khé, Thanh phé
Danapha Danapha thudc thanh pham/ MiV-N9 Khé¢, Thanh ph6 Da Nang LS N
Da Nang, Viét Nam
Thay déi tiéu chudn chét lwong
365 [Omeetti 300 mg  |VD-24840-16 Cong ty €O Phan Duge 1Congty €O Phan Duge | ¢1o) iy 23/11/2022  |duoc chat Cefdinir khi cap nhat ¢, 3¢ USP 44
Pham Phuong Pong Pham Phuong Pong phién ban cuia cung duoc dién/
MiV-N6
1. Lactose: BP 2014 1. Lactose: BP 2022
PPN 2 2 . |2. Natri lauryl sulfat: USP 38 2. Natri lauryl sulfat: USP 44
n 2 i A 2 prd Thay d6i tiéu chuan chat luong ta
. Cong ty Co Phan Dugc |Cong ty Co Phan Dugc . a1 3. Talc: DBVN IV 3. Tale: DBVN V
366 |Omeetti 300 mg |VD-24840-16 Phim Phuong Pong  |Phim Phuong Dong 6492/TBTN 231172022 ‘:;’Zc gﬁ;gi”i glrf;i:[ip\l,’_lg’éban U214, Aerosil (Colloidal silicon dioxide) 200: [4. Aerosil (Colloidal silicon dioxide) 200:
€ due BP 2014 BP 2022
5. Magnesi stearat: DDVN IV 5. Magnesi stearat: DDVN V
1. Tinh bot (st dung Tinh bot sén): 1. Tinh bot (st dung Tinh bot sén):
Cong tv ob ohd Cong tv ob phin o6 Thay déi tiéu chuén chét lugng ~ |DDVN 4 DDVN hién hanh
367 |Ampelop VD-18072-12 O“Tiay E;’cf; an g"ﬁéycs(‘)’ Tpr:“hzzgg 2254/TDTN 11/05/2022  |cta té duge khi cap nhat phién ban [2. Magnesi stearat: BP 2012 2. Magnesi stearat: BP hién hanh
P ¢ P ciia ciing dugc dién/ MiV-N6 3. Tale: DBVN 4 3. Tale: DBVN hién hanh
4. Povidone: USP 34 4. Povidone: USP hién hanh
Thay déi tiéu chuén chit luong
368 |Trathiol VD-35482-21 Congty co phan Congty TNHH 2511/TDTN 25/05/2022  |°a duoe chat carbocistein khi cgp | EP hién hanh
Traphaco Traphaco Hung yén nhat phién ban cta cing duge

dién/ MiV-N6
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1. Acid citric (dung dang Acid citric 1. Acid citric (dung dang Acid citric
monohydrat): BP 2019 monohydrat): BP hi¢n hanh
. PO . Thay déi tiéu chudn chét lwong 2. Dinatri hydrophosphat: BP 2019 2. Dinatri hydrophosphat: BP hién hanh
369 | Trathiol VD-35482-21 %’:i‘aycz“ phan ?f:i‘aycgggf o 2511/TDTN 25/05/2022  |cta ta duge khi cap nhat phién ban |3. Methylparaben: BP 2019 3. Methylparaben: BP hién hanh
P P &Y cta ciing dugc dién/ MiV-N6 4. Natri hydroxyd: BP 2019 4. Natri hydroxyd: BP hi¢n hanh
5. Nudc tinh khiét: USP 42 5. Nudc tinh khiét: USP-NF hién hanh
6. Puong tring: DDVN 5 6. Puong tring: DDVN hién hanh
No.31 Weisan Road, Zhejiang Hangzhou |No.31 Weisan Road, Hangzhou Bay
Cong ty ¢b phan duge  |Cong ty ¢b phin dugc thay ddi dia chi clia co s san xudt [Bay Shanryu Industrial Area, Shangyu Shangyu Economic and Technological
370 {Imeflox 500 VD-29762-18 phidm Imexpharm phidm Imexpharm 6366 15/1212021 dugc chét City Zhejiang Province, P.R. China, Development Area, Shangyu, Zhejiang
312369 Province, China, 312369
Cong ty cb phin duge  |Cong ty c¢b phan dugc thay ddi tiéu chuan chét luong Levofloxacin (dudi dang levofloxacin Levofloxacin (dudi dang levofloxacin
371 {fmeflox 500 VD-29762-18 phidm Imexpharm phidm Imexpharm 6366 151212021 duoc chét hemihydrat): USP38 hemihydrat): USP hién hanh
Cong tv o o duoe |Cong tv e mhin du hav dbi tiew chudn chit luong g |1+ Cellulose vi tinh thé 101: USP3s :I;Che““k’“ vitinh the 101: USP hi¢n
372 |Imeflox 500 VD-29762-18 ong ty co phan duge 1COng ty co phan dwge 6366 15/12/2021 ay dortieu chudn Chat lwONE 1 1y Natri stearyl fumarat: USP38 ant - L
pham Imexpharm pham Imexpharm duogc 3. Nude tinh khiét: BP2013 2. Natri stearyl fumarat: USP hién hanh
: : 3. Nudc tinh khiét: BP hién hanh
373 |Imeflox 500 VD-29762-18 Cong ty c0 phan duge |Congty 6 phan duge 6366 15/12/2021  |hay dOi tiéu chuan chat luong ;5 USP hién hanh
pham Imexpharm pham Imexpharm thanh pham
Cefoperazon (dudi dang cefoperazon Cefoperazon (dudi dang cefoperazon natri
natri vo khuén): v khuén):
1. Co s& san xuét Nectar Lifesciences 1. Co s& san xuét Nectar Lifesciences
Chi nhanh 3 - Cong ty Limited/India: USP41 Limited/India: USP hién hanh
Cong ty ¢d phin dwge  [cd phan dugc phdm thay ddi tiéu chuan chit lugng 2. Co s6 san xuit Suzhou Dawnrays 2. Co s6 san xuit Suzhou Dawnrays
374 |Cefoperazone 0,5¢ | VD-31708-19 phém Imexpharm Imexpharm tai Binh 3939 301072021 duoc chét Pharmaceutical Co.,Ltd./China: USP38  |Pharmaceutical Co.,Ltd./China: USP hién
Duong. dén USP41 hanh
3. Co s& san xuat Qilu Antibiotics 3. Co s& san xuat Qilu Antibiotics
Pharmaceutical Co.,Ltd./China: EP9.0 Pharmaceutical Co.,Ltd./China: EP hién
dén EPY.8 hanh (EP 10.0)
Cefoperazon (dudi dang cefoperazon Cefoperazon (dudi dang cefoperazon natri
natri vo khuén): v khuén):
1. Co s& san xuét Nectar Lifesciences 1. Co s& san xuét Nectar Lifesciences
Chi nhanh 3 - Cong ty Limited/India: USP41 Limited/India: USP hién hanh
375 |Cefoperazone 2g VD-31710-19 Cong ty ¢6 phan dugc |6 phan duge pham 3938 30/07/2021 thay doi tiéu chuan chat lugng 2. Co so san xuat Suzhou Dawnrays 2. Co so san xuat Suzhou Dawnrays

phidm Imexpharm

Imexpharm tai Binh
Duong.

duoc chét

Pharmaceutical Co.,Ltd./China: USP38
dén USP41

3. Co s& san xuat Qilu Antibiotics
Pharmaceutical Co.,Ltd./China: EP9.0
dén EP9.8

Pharmaceutical Co.,Ltd./China: USP hién
hanh

3. Co s& san xuat Qilu Antibiotics
Pharmaceutical Co.,Ltd./China: EP hién
hanh (EP 10.0)
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Cefoperazon (dudi dang cefoperazon Cefoperazon (dudi dang cefoperazon natri
natri vo khuén): v khuén):
1. Co s6 san xuit Nectar Lifesciences 1. Co s6 san xuit Nectar Lifesciences
Chi nhanh 3 - Cong ty Limited/India: USP41 Limited/India: USP hién hanh
Cong ty ¢d phian dwge  [cd phan dugc phdm thay ddi tiéu chuan chat lugng 2. Co s6 san xuit Suzhou Dawnrays 2. Co s6 san xuit Suzhou Dawnrays
376 |Cefoperazone Ig VD-31709-19 phém Imexpharm Imexpharm tai Binh 3937 3010772021 duoc chét Pharmaceutical Co.,Ltd./China: USP38  |Pharmaceutical Co.,Ltd./China: USP hién
Duong. dén USP41 hanh
3. Co s& san xuat Qilu Antibiotics 3. Co s& san xuat Qilu Antibiotics
Pharmaceutical Co.,Ltd./China: EP9.0 Pharmaceutical Co.,Ltd./China: EP hién
dén EP9.8 hanh (EP 10.0)
2 - £ No.31 Weisan Road, Zhejiang Hangzhou |No.31 Weisan Road, Hangzhou Bay
Cong ty cb phin duge  |Cong ty c¢b phan dugc thay doi dia chi co s& san xuat Bay Shanryu Industrial Area, Shan, Shangyu Economic and Technological
377 |Levofloxacin 500 mg|VD-27901-17 ney cop | nety cop | 3964 29/07/2021  |duoc chat Levofloxacin (dudi ay Shaniyu indust s SHangyu eyu e
pham Imexpharm pham Imexpharm dane levofl in hemihydrat) City Zhejiang Province, P.R. China, Development Area, Shangyu, Zhejiang
ang fevotioxacin emitydra 312369 Province, China, 312369
Cone ty cb phin duoe  |Cone ty ¢ phin duo thay ddi tiéu chuan chit lugng
378 |Levofloxacin 500 mg|VD-27901-17 Ong ty co phan duge |LORg ty €0 phan duoe 3964 29/07/2021  |duge chét Levofloxacin (dudi USP40 USP43 dén USP hién hanh
pham Imexpharm pham Imexpharm . .
dang levofloxacin hemihydrat)
1. Cellulose vi tinh thé 101: USP41 111;21 fhe“”l"“ vi tinh thé 101: USP hién
2 CrOSP ovidon: EP9.0 2. Crospovidon: EP hién hanh
3. Natri stearyl fumarat: USP40 . N
3. Natri stearyl fumarat: USP hién hanh
Cong ty cb phin duge  |Cong ty c¢b phan dugc thay ddi tiéu chuén chét luong ta 4. Hydroxypropyl methylcellulose 606: 4. Hydroxypropyl methylcellulose 606:
379 |Levofloxacin 500 mg|VD-27901-17 NSty cOp 0 NSty cOp 0 3964 29/07/2021 Y e uspal - DYGroxypropyl methy :
pham Imexpharm pham Imexpharm duoc USP hién hanh
5. Macrogol 6000: EP9.0 s
. . 5. Macrogol 6000: EP hién hanh
6. Titan dioxyl: FCC10 . ) A s
6. Titan dioxyl: FCC hién hanh
7. Ethanol 96%: EP9.0 A
.. Tz 7. Ethanol 96%: EP hién hanh
8. Nudc tinh khiét: BP2018 . 4 A
8. Nudec tinh khiét: BP hién hanh
380 [Levofloxacin 500 mg|VD-27901-17 Cong ty cd phan dugc  |Cong ty c0 phan duge 3964 20/07/2021  |thay doi tidu chuan chatluong |y, ) USP hién hanh
pham Imexpharm pham Imexpharm thanh pham
Cone tv b phin duoc Chi nhanh Céong ty cb Lo M1, dudng N3, khu cong nghiép Hoa [L6 M1, dudng N3, khu cong nghiép Hoa
381 [Fedestar 80 VD3-45-20 ne ty cop "~ |phan dugc phim 4470 19/08/2022  |thay dbi dia chi cua co so dang ky X4, Xa Loc Hoa, thanh phé Nam Dinh, X4, phuong Loc Hoa, thanh phd Nam
ham G
pham Leneric Truong Tho tinh Nam Dinh, Viét Nam Dinh, tinh Nam Dinh
. L Chi nhanh Céong ty cb U £ R, PO 2
382 [Fedestar 80 VD3-45-20 Congty cophanduoe | Ls 4 oc pham 4470 19/08/2022 |3 nhdt thong tin lién quan dén | Chi nhénh Cong ty c0 phan duge pham 15 (o 6 Shin duge phim Trudng Tho
pham Generic Truong Tho co so dang ky Trudng Tho
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1. Lactose monohydrat: USP41 1. Lactose monohydrat: USP44
2. Avicel 102: BP2018 2. Avicel 102: BP2022
3. Poloxamer 407: USP41 3. Poloxamer 407: USP44
4. PVP K30: BP2018 4. PVP K30: BP2022
5. Croscarmellose natri: BP2018 5. Croscarmellose natri: BP2022
Cone ty ¢b phin duoe Chi nhanh Céng ty cb cap nhat ticu chudn chat luone t 6. Colloidal silicon dioxide: USP41 6. Colloidal silicon dioxide: USP44
383 [Fedestar 80 VD3-45-20 " ni éenef’ic °¢ " |phén duge phim 4470 19/08/2022 d‘u}:m : N8 17 Magnesi stearate: USP41 7. Magnesi stearate: USP44
P Truong Tho : 8. Hydroxyl propyl methyl cellulose E15 |8. Hydroxyl propyl methyl cellulose E15
(HPMC E15): USP41 (HPMC E15): USP44
9. Polyethylen glycol 6000 (PEG 6000): |9. Polyethylen glycol 6000 (PEG 6000):
USP41 USP44
10. Talc: USP41 10. Talc: USP44
11. Titan dioxyd: BP2018 11. Titan dioxyd: BP2022
384 [Mexcold 200 VD-26860-17 Cong ty cd phan dugc  |Cong ty c0 phan duge 2622 26/0s/2021  |thay d0i én cosd sanxudtduoe |\ ot ne SpecGx LLC
pham Imexpharm pham Imexpharm chat
1. Cellulose vi tinh thé 101: USP32 1. Cellulose vi tinh thé 101: USP hién hanh
Cong ty c6 phin duge  |Cong ty b phan dugc thay ddi tiéu chuén chit lugng td  |2. Acid benzoic: BP2010 2. Acid benzoic: BP hi¢n hanh
385 [Mexcold 200 VD-26860-17 phidm Imexpharm phédm Imexpharm 2622 26/0512021 duoc 3. Magnesi stearat: BP2010 3. Magnesi stearat: BP hién hanh
4. Nude tinh khiét: BP2010 4. Nude tinh khiét: BP hién hanh
. Céng ty ¢b phan dugc  [Cong ty ¢d phan dugc thay dbi cach ghi dia chi nha san 415 Han Thuyén - TP Nam Dinh - tinh  [415 Han Thuyén, Phuong Vi Xuyén, TP
386 |Prednisolon Smg VD-35027-21 phdm Nam Ha phdm Nam Ha 2268 24/0512022 xuét thanh phim Nam Dinh Nam Dinh, tinh Nam Dinh
Chi nhanh 3 - Cong ty
. Cong ty cb phan duge  [cd phan dugc pham thay ddi tiéu chudn chét lugng Cefixim (dudi dang Cefixim trihydrat):  [Cefixim (dudi dang Cefixim trihydrat):
387 (fmexime 100 VD-30398-18 phidm Imexpharm Imexpharm tai Binh 1510 28/3/2022 duoc chét USP39 dén USP42 USP hién hanh
Duong.
1. Manitol: EP9.0 1. Manitol: EP hién hanh
Chi nhanh 3 - Cong ty 2. Povidon K30: EP9.2 2. Povidon K30: EP hién hanh
. Cong ty cb phan duge  [cd phan dugc pham thay ddi tiéu chudn chit lugng ta 3. Gom xanthan: BP2019 3. Gom xanthan: BP hién hanh
388 |Imexime 100 VD-30398-18 phém Imexpharm Imexpharm tai Binh 1510 28/3/2022 duoc 4. Natri lauryl sulfat: EP9.1 4. Natri lauryl sulfat: EP hi¢n hanh
Duong. 5. Natri stearyl fumarat: USP42 5. Natri stearyl fumarat: USP hién hanh
6. Colloidal anhydrous silica: EP9.0 6. Colloidal anhydrous silica: EP hién hanh
Cong ty cb phin duge  |Cong ty c¢b phan dugc thay ddi tiéu chuan chét luong
389 |Panactol - Extra VD-20764-14 phém Khanh Hoa phém Khanh Hoa 4902 04/10/2021 duoe chit Caffeine BP2014 BP2021
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I Manitol: USP34 1. Manitol: USP43
2. Erapac (Pregelatinized starch): USP34 ..
. 2. Erapac (Pregelatinized starch): USP43
3. DST (Sodium starch glycolate): USP34 .
. 3. DST (Sodium starch glycolate): USP43
4. Povidon K30: USP34 .
. 4. Povidon K30: USP43
5. Avicel M101: USP34 .
. 5. Avicel M101: USP343
Céng ty cd phin duge  |Cong ty c6 phin dug ap nhdt tiéu chudn chit luong ta |0 N agnesi stearat: BP 2012 6. Magnesi stearat: BP 2020
390 |Kanervit VD-22911-15 Ong ty €0 phan Guoe - (LONS Ly €O phan Guoe 3446 19/06/2020  |C4P mhat hiew chuan Chat WONE 15 ypnic 2910: USP34 - Viagnesi stearat:
pham Khanh Hoa pham Khanh Hoa duogc 7. HPMC 2910: USP43
8. PEG 6000: USP34
8. PEG 6000: USP43
9. Talc: USP34
L . 9. Talc: USP43
10.Titanium dioxide: USP34 . .
10.Titanium dioxide: USP43
11. Ethanol 96%: DBVN IV
12. Nuée RO (Nude tinh khit: DpYN | |1+ Ethanol 96%: DBYN V
v ’ 12. Nuée RO (Nude tinh khiét): DDVN V
Cong ty C6 phan Dugc - |Cong ty C6 phan Dugc - A e A i £
391 [Bidinam VD-20668-14 Trang thiét biy t5 Binh |  Trang thiét bj y té 4978/ TDTN 08/09/2022 iiﬂﬁh?a:?&?iaiz?m lwong | yspan USP-NF2022
binh (Bidiphar) Binh Pinh (Bidiphar) P
Cong ty C6 phén Dugc -|Céng ty C5 phin Duge - Cap nhit tiéu chuén él\?zlci:isztoeratzz (IIf/ISaPi(s)ium stearate): él\?zlisis;oeratzz (llf/[SaP:eI\inl:nznOsztlearate) :BP
392 [Bidicorbic 500 VD-19842-13 Trang thiét bi y t5 Binh |  Trang thiét bj y té 4979/TDTN 08/09/2022  |chat lwong duoc chét, ta duge - Viag g B e g :
Dbinh (Bidiphar) Binh Dbinh (Bidiphar) (MiV-N6) BP 2016 2021
: P : P : 3.Talc: USP36 3.Talc: USP-NF 2021
Cong ty C6 phan Dugc - |Cong ty C6 phan Dugc - A e A i
I Aoy X Cap nhat tiéu chuan
393 [Paracetamol 500mg |VD-18251-13 Trang thiét bi y t¢ Binh Trang thiét bi y t& 4976/TDTN 08/09/2022 chét Irong thinh phim (MiV-N6) USP 43 USP-NF2022
Pinh (Bidiphar) Binh Pinh (Bidiphar) ong P
Cong ty C6 phin Dugc - |Cong ty C6 phin Dugc - N JUIR z
. Al £ Ak Cap nhét tiéu chuan
394 |Cephalexin 500mg |VD-26366-17 Trang thiét bj y t€ Binh Trang thiét bj y t& 4981/TDTN 08/09/2022 chét Irong thanh phim (MiV-N6) USP42 USP-NF2022
Pinh (Bidiphar) Binh Pinh (Bidiphar) ons P
Cong ty C6 phan Dugc - |Cong ty C6 phan Dugc - A e A i
L . [P Aoy X Cap nhat tiéu chuan
395 |Bidicotrim F VD-28224-17 Trang thiét bi y t¢ Binh Trang thiét bi y t& 4982/TDTN 08/09/2022 chét Irong thinh phim (MiV-N6) USP 42 USP-NF2022
Pinh (Bidiphar) Binh Pinh (Bidiphar) ong P
Cong ty Cé phin Dugc - |Céng ty C6 phan Dugc - Cép nhit tiéu chun
396 [Bicefzidim 1g VD-28222-17 Trang thiét bi y té Binh |  Trang thiét bi y té 5035/TDTN 12/09/2022  [chét lwong thanh phim lo bot pha | USP 43 USP-NF2022
Dinh (Bidiphar) Binh Dinh (Bidiphar) tiem (MiV-N6)
Cong ty C6 phan Dugc - |Cong ty C6 phan Dugc - Cap nhit tiéu chuan chit lugng ta
397 [Abicin 250 VD-30650-18 Trang thiét bi y té Binh Trang thiét bi y té 5211/TDTN 19/09/2022 dugc D-Manitol (Mannitol) (MiV- [EP 8.0 EP 10
binh (Bidiphar) Binh Pinh (Bidiphar) N6)
Cong ty Cé phin Dugc - |Céng ty C6 phan Dugc - Cép nhit tiéu chun 1.Thanh phdm: USP 42 1.Thanh phdm: USP-NF2022
398 |Bifumax 1,5g VD-21232-14 Trang thiét bj y té Binh Trang thiét bj y té 5032/TBTN 12/09/2022 chét lugng thanh phdm, éng dung 2. Ong dung méi Nudc cét pha tiém: 2.0ng dung mdi Nudc ct pha tiém:
Dinh (Bidiphar) Binh Dinh (Bidiphar) mbi (MiV-N6) DBVN IV DBVN V

63




M tiép nhén hd

Ndi dung dé nghi thay ddi bd

A A A = I 2 = 3 2 2 A A A a A . ~ Py A Y . A A Re
STT Tén thuoc So ding ky Co sé dang ky Co sé san xuat o Ngay tiep nhan sung/ Ma phin loai Théng tin da dwgc phé duyét Théng tin cap nhat thay doi
Cong ty C6 phin Dugc - |Cong ty C6 phin Dugc - N JUIR z £ . 1.Tiéu chuin éng dung méi nude cat 1.Tiéu chuin éng dung méi nude cat
399 [Sunewtam 2g VD-21826-14 Trang thiét by t Binh |  Trang thiétbjyté | 4527/TDTN-N 30/10/2019 dcjfl’ "g‘gi“;“ dﬁ';:?&?éﬁgg)“& 10ml: DBVN IV 10ml: DBVN V
Dbinh (Bidiphar) Binh binh (Bidiphar) i ? : 2 Nude cét pha tiém: DDVN IV 2. Nude cét pha tiém: DDVN V
Cong ty C6 phan Dugc - |Cong ty C6 phin Dugc - Cap nhit tiéu chudn chét lugng
400 |Devastin 10 VD-19846-13 Trang thiét bi y té Binh |  Trang thiét b y t& 115/TDTN 11/01/2022  |dugc chit Rosuvastatin Calcium ~ [EP 9.0 EP 10.0
binh (Bidiphar) Binh Pinh (Bidiphar) (MiV-N6)
Cong ty Cé phin Dugc - |Cong ty C6 phan Dugc - Céip nhilt tiéu chuin chit lrone 1.Piracetam: EP 8.0 1.Piracetam: EP 10.0
401 |Nudipyl 400 VD-27265-17 Trang thiét bi y té Binh |  Trang thiét bi y té 1771/TDTN-N 01/04/2021 d&sc chit, ta duoc (MiV-N6) & |2.Colloidal silicon dioxide: USP 38 2.Colloidal silicon dioxide: USP 43
Dbinh (Bidiphar) Binh Dbinh (Bidiphar) : ’ : 3.Magnesium stearat: BP 2016 3.Magnesi stearat: BP 2020
Cong ty C6 phan Dugc - |Cong ty C6 phan Dugc - A Al ia P
402 |Natri Clorid 0,9%  [VD-34614-20 Trang thiét by td Binh |  Trang thiétbiyté | 1770/TDTN-N 01/04/2021 gsgcnfs;:‘;‘;;f‘g‘:zrfg?w\‘jnﬁ 6 |USP40 USP 42
binh (Bidiphar) Binh Pinh (Bidiphar) :
1. Diltiazem hydroclorid: USP 37 1. Diltiazem hydroclorid: USP 42
Céng ty C6 phan Dugc - |Cong ty C6 phan Dugc - Céip nhit tiéu chuin chit lrone 2.Hydrogenated castor oil: USP 38 2.Hydrogenated castor oil: USP 43
403 |Bidizem 60 VD-31297-18 Trang thiét biy té Binh |  Trang thibt bi y té 1772/TDTN-N 01/04/2021 dﬁscncfat ‘f:;u;:‘zlfm; Ney € |3.Lactose monohydrat: EP 8.0 3.Lactose monohydrat: EP 10
binh (Bidiphar) Binh Pinh (Bidiphar) : ’ : B 4.Magnesi stearat: BP 2013 4.Magnesi stearat: BP 2020
5.Ethanol 96%: DBVN IV 5.Ethanol 96%: DDVN V
1.Methyl prednisolon: USP 35 1.Methyl prednisolon: USP 43
2.Era-tab (Pregelatinnized Starch): USP  [2.Era-tab ( Pregelatinnized Starch): USP
35 42
3.PVP K30 ( Povidone): USP 35 3.PVP K30 ( Povidone): USP 43
R FURY N FURY 4.Talc: USP 35 4.Talc: USP 43
204 |Solimedon 4 VD23145.15 (;‘;z;iyﬂff; i?ay“t?g?:h' C"“Tgr;i;;ipé}m yD‘tfé"’c | IRy 010472021 | Cap nhat tiéu chudn chit luong |5 Acrosil 200 (Colloidal silicon dioxide): |5.Acrosil 200 (Colloidal silicon dioxide):
Binh (Bidiphar) Binh Dinh (Bidiphar) duogc chat, ta duge (MiV-N6) USP 35 USP 43
6.Flowlac 100 ( Lactose monohydrat): EP [6.Flowlac 100 ( Lactose monohydrat): EP
7 10
7.Avicel 101 (Microcrystalline 7.Avicel 101 (Microcrystalline Cellulose):
Cellulose): BP 2013 BP 2019
8.Acid stearic: USP 35 8.Acid stearic: USP 40
Cong ty Cé phin Dugc - |Céng ty C6 phan Dugc - Céip nhilt tiéu chuin chit luone 1.Docetaxel anhydrous: EP 9.0 1.Docetaxel anhydrous: EP 10.0
405 |Bestdocel 20 VD-27255-17 Trang thiét bi y té Binh |  Trang thiét bi y té 1767/TDTN-N 01/04/2021 d&sc chit, ta duoc (MiV-N6) € |2.Acid citric khan: BP 2016 2.Acid citric khan: BP 2020
Dinh (Bidiphar) Binh Pinh (Bidiphar) : ’ : 3.Ethanol tuyét déi: BP 2016 3.Ethanol tuyét déi: BP 2020
1. Thiamin HCI: USP 40 1. Thiamin HCI: USP 43
2.Riboflavin natriphosphat: EP 9.0 2.Riboflavin natriphosphat: EP 10.0
Cong ty C6 phan Dugc - |Cong ty C6 phan Dugc - Céip nhit tiéu chuin chat lron 3.Nicotinamid: BP2015 3.Nicotinamid: BP2019
406 |Eyetamin VD-24937-16 Trang thiét bi y té Binh Trang thiét bi y té 1768/ TDTN-N 01/04/2021 dl.xgc 01; At th duoc (MiV—N(;) g 4 Natri clorid: USP 38 4 Natri clorid: USP 42
binh (Bidiphar) Binh Pinh (Bidiphar) : ’ : 5.Acid boric: BP 2016 5.Acid boric: BP 2020

6.Natri borat: BP 2016
7.Glycerin: USP40

6.Natri borat: BP 2020
7.Glycerin: USP 43
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Cong ty C6 phan Dugc - |Cong ty C6 phan Dugc - f Al ia i
407 |Bilodin VD-20669-14 Trang thiét biy t Binh |  Trang thiétbiyté | 3114/TDTN-N 24/06/2021 EZi;h?a:?&?;a;z;‘a‘ lwong | ysp 34 USP 43
binh (Bidiphar) Binh Pinh (Bidiphar) P
1. Meloxicam: BP 2013 1. Meloxicam: BP 2020
2. Lactose: EP 8.0 2. Lactose: EP 10.0
3. Tinh bot sin: DBVN IV 3. Tinh bt sin: DDVN V
4. Microcrystalline cellulose: BP 2014 4. Microcrystalline cellulose: BP 2020
. Céng ty C6 phan Duge  [Cong ty C6 phan Dugc Cap nhat tiéu chun cht lugng 5. PVP K30 (Poly vinyl pyrrolodon): 5. PVP K30 (Poly vinyl pyrrolodon): USP
408 |Morif 15mg VD-26063-17 Enlic Enlic 3246/TPTN-N 16/06/2021 durge chét, ta duoc (MiV-N6) USP 36 3
6. DST (Sodium starch glycolat): USP 35 [6. DST (Sodium starchglycolat): USP 43
7. Magnesi stearat: EP 8.0 7. Magnesi stearat: EP 10.0
8. Talc: EP 8.0 8. Talc: EP 10.0
9. Nudc tinh khiét: DDVN IV 9. Nudc tinh khiét: DDVN V
1.Alpha Chymotrypsin: USP 35 1.Alpha Chymotrypsin: USP 43
o - Chymotrypsin Cong ty C6 phan Dugc - |Cong ty C6 phin Dugc - Céip nhit tiu chuin chat lron 2. D-Manitol: EP 7 2. D-Manitol: EP 10.0
409 5000 ymotryp VD-28218-17 Trang thiét bi y t& Binh Trang thiét bi y t& 2914/TDTN-N 04/06/2021 dl.xgc cl;ét @ duoe (MiV—N(;) J 3.Thimerosal: BP 2013 3.Thimerosal: BP 2020
binh (Bidiphar) Binh Pinh (Bidiphar) : ’ : 4 Natri clorid: USP 37 4 Natri clorid: USP 42
5.Nude cét pha tiém: DDVN IV 5.Nude cét pha tiém: DDVN V
Cong ty C6 phén Dugc - |Cong ty C6 phén Dugc - N A in 2 £
410 |Neucotic VD-27264-17 Trang thiétbiy t& Binh | Trangthiétbiyté | 3124/TDTN-N 24/06/2021 g}z&;’hfa“nf‘(‘g]‘{‘/a;g?at lwong | ysp 41 USP 43
binh (Bidiphar) Binh Pinh (Bidiphar) p B
Cong ty C6 phan Dugc - |Cong ty C6 phan Dugc - A e A z £
411 |Bleomycin Bidiphar |QLDB-768-19 Trang thiétbiy t& Binh | Trang thiétbiyté | 2912/TDTN-N 04/06/2021 dcssc“l’}";‘;:‘;;‘ez:‘agrfh("‘;/[li‘;‘“l‘\%é) USP 40 USP 43
Pinh (Bidiphar) Binh Pinh (Bidiphar) : Y )
Cong ty C6 phén Dugc - |Cong ty C6 phén Dugc - Cap nhat tiéu chuin chét 1 1. Natri clorid: BP 2018 1.Natri clorid: BP 2020
412 [Bitolysis 4,25 %  |VD-18933-13 Trang thiét bi y t Binh | Trang thiétbiyté | 2909/TDTN-N 04/06/2021 4p nhat tiu chuan chatluong ) 416 clorid. 2H,0 : BP 2018 2.Calci clorid.2H,0 : BP 2020
SIS %, g by g by duoe chit (MiV-N6)
Pinh (Bidiphar) Binh Pinh (Bidiphar) : - 3.Magnesi clorid.6H,O: BP 2018 3.Magnesi clorid.6H,0O: BP 2020
. . Cong ty C6 phén Dugc - |Cong ty C6 phén Dugc - . e n N . 1. Natri clorid: BP 2018 1.Natri clorid: BP 2020
413 B‘It",lys‘s 425% 10w\ 1y 1893413 Trang thiét bi y té Binh |  Trang thiétbiyté | 2910/TBTN-N |  04/06/2021 dcap “hsﬁtt‘e&?gu;?hat MONE 12 Calei clorid 2H,0 : BP 2018 2.Calci clorid.2H,0 : BP 2020
caler Pinh (Bidiphar) Binh Pinh (Bidiphar) uge chat (MiV-N6) 3.Magnesi clorid.6H,0: BP 2018 3.Magnesi clorid.6H,0: BP 2020
Cong ty C6 phan Dugc - |Cong ty C6 phan Dugc - A e A z £
414 |Tocimat 180 VD-25350-16 Trang thiétbiy t& Binh | Trangthiétbiyté | 3133/TDTN-N 24/06/2021 g}z&;’hfa“nf‘&}l‘{‘/a;g?at lwong | gpay USP43
Pinh (Bidiphar) Binh Pinh (Bidiphar) p B
Cong ty Cé phin Dugc - |Céng ty C6 phan Dugc - A Acia 3 £ .
415 |Tocimat 60 VD-25872-16 Trang thiét by t Binh |  Trang thiétbjyté | 3131/TDTN-N 24/06/2021 S,Zﬂﬁhfaﬁ‘fﬁ'{’,aﬁz?“ luong | ygpay USP43
Dinh (Bidiphar) Binh Dinh (Bidiphar) p
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STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
1. Paracetamol: BP 2012 1. Paracetamol: BP 2020
2. Ibuprofen: USP 36 2. Ibuprofen: USP 43
3. Lactose: EP 8.0 3. Lactose: EP 10.0
4. Tinh bot ng6: USP 34 4. Tinh bot ng6: USP 43
N PO N PO N A in 2 £ 5. Talc: EP 8.0 5. Talc: EP 10.0
416 |Ecaxan VD-26062-17 gzlr:g ty Co phan Duge gzlr:g ty CophanDuge |0 rpraN 25/06/2021 dcssc“i’}"l‘;“f:gzszrz;ﬁi‘; llil‘g;@ 6. Magnesi stearat: EP 8.0 6. Magnesi stearat: EP 10.0
: ’ : B 7. DST (Natri starch glycolat): BP 2013 |7. DST (Natri starch glycolat): BP 2020
8. PVP K30: USP 34 8. PVP K30: USP 43
9. Nudc tinh khiét: DDVN IV 9. Nudc tinh khiét: DDVN V
10.Colloidal Sillicon dioxid: USP 34 10.Colloidal Sillicon dioxid: USP 43
11. Natri lauryl sulfat: BP 2013 11. Natri lauryl sulfat: BP 2020
Cong tv C& phin D Cone tv C& phin D 1.Dinatri hydrophosphat.12H,0: BP 2016 |1.Dinatri hydrophosphat.12H,0: BP 2020
ong ty Co phan Dugc - |Cong ty C6 phan Dugc - A LAl A P . - . - .
417 |Soli-Medon 125 VD-23777-15 Trang thiét bi y & Binh Trang thidt bi y @& 3110/TDTN-N 24/06/2021 Cap nhal‘ tiéu chuan chat lugng ta |2.Natri dihydrophosphat.2H,0: BP 2016 |2.Natri dihydrophosphat.2H,0: BP 2020
8 i R 8 i dugc (MiV-N6) 3.Lactose monohydrat: BP 2016 3.Lactose monohydrat: BP 2020
Dinh (Bidiphar) Binh Pinh (Bidiphar) . .
4.Alcol benzylic: BP 2016 4.Alcol benzylic: BP 2020
Cong ty Cé phin Dugc - |Céng ty C6 phan Dugc - A Acia 3 £ .
418 |Tocimat 120 VD-25871-16 Trang thiét biy t Binh |  Trang thiétbiyté | 3132/TDTN-N 24/06/2021 Ezfr’l;l’hfa“nf‘(‘;[}:{’/a;g?at luong | gp 41 USP 43
Dinh (Bidiphar) Binh Dinh (Bidiphar) P
Cong ty C6 phan Dugc - |Cong ty C6 phan Dugc - A e A i £
419 |Bidiseptol VD-23774-15 Trang thiét biy t Binh |  Trang thiétbiyté | 3117/TDTN-N 24/06/2021 iiﬂﬁh?a:?&?iaiz?m lwong | yop 41 USP 43
Pinh (Bidiphar) Binh Pinh (Bidiphar) P
Cong ty Cé phin Dugc - |Cong ty C6 phan Dugc - A Acia 3 £ .
420 |Cefubi -100DT VD-24936-16 Trang thiét by t Binh |  Trang thiétbiyté | 3120/TDTN-N 24/06/2021 S}Zﬂ;‘hfa“;‘(‘&i‘{‘/a;z?at luong | gp 41 USP 43
binh (Bidiphar) Binh Pinh (Bidiphar) P
Cong ty C6 phan Dugc - |Cong ty C6 phin Dugc - A Ay A i £
421 |Bifumax 250 VD-29302-18 Trang thiét biy t Binh |  Trang thiétbiyté | 3121/TDTN-N 24/06/2021 ﬁ,iiﬁlh?a:?ﬁ?iaiz?m lwong | pp 2016 BP 2020
binh (Bidiphar) Binh Pinh (Bidiphar) P
o FUITRY o FUITRY Cép nhit tiéu chuén chit luong
422 |Patchell VD-25950-16 Congty co phan Duge  |Congty cd phan Duge | o 7 rppy 01/06/2021  |dugc chat Paroxetin hydroclorid | EP 7 EP hién hanh (EP 10)
pham Pat Vi Phu pham DPat Vi Pha . .
hemihydrat (MiV-N6)
1.Puong tring: DDVN phién ban hién
1.Dudng tring: DDVN IV hanh
. e n 2 < , |2.Lactose: DDVN IV 2.Lactose: DDVN phién ban hién hanh
423 ;‘SMOXICILIN VD-25782-16  |Cong ty CPDP Tipharco |Cong ty CPDP Tipharco| 3536/TDTN-N 29/06/2021 gfzcnlzij[gf_‘;%”an chatluong & 1’ charin: BP 2012 3.Saccharin: BP phién ban hién hanh

4.Vanilin: DDVN IV
5. Magnesi stearat: DDVN IV

4.Vanilin: DDVN phién ban hién hanh
5. Magnesi stearat: DDVN phién ban hi¢n
hanh
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STT Tén thuoc So ding ky Co sé dang ky Co sé san xuat o Ngay tiep nhan sung/ Ma phin loai Théng tin da dwgc phé duyét Théng tin cap nhat thay doi
Co sé 1: Dr. DEDDY'S (Dia chi: Plot
No. 9, Jawaharlal Nehru Pharma City,
Parawada, Visakhapatnam, Andhra Co sé 1: Divi’s Laboratories Limited.
Chi nh4nh Céng ty ¢b Pradesh 531021). (Pia chi: Unit-1, Linogojigudem Village
Cong ty ¢b phan dugc han duoc héri t};un Co s6 2: Divi’s Laboratories Limited. Ch-outu ) Al Ma;1 dal Néai i‘l da Distric% ’
424 |Doltuxil VD-23048-15  [phim trung wong P P¢ PRAM TUNE | 5518/ TPTN 26/05/2022  |Bé bt co s duge chat (MiV-N4) |(Dia chi: Unit-1, Linogojigudem Village, PP » Nagonda g
uong VIDIPHA Binh . Andhra Pradesh - 508 252, India).
VIDIPHA Choutuppal Mandal, Nalgonda District, N L. . ,
Duong . Co 56 2: Wockhardt Limited (Dia chi:
Andhra Pradesh - 508 252, India).
N .. . . |Plot No. 138, GIDC Estate, Ankleshwar -
Co s6 3: Wockhardt Limited (Dia chi: 393002, Dist. Bharuch, Gujarat, India)
Plot No. 138, GIDC Estate, Ankleshwar - » Dist. Bharuch, Gujaral, India).
393002, Dist. Bharuch, Gujarat, India).
Co s 1: Dr. DEDDY'S (Dia chi: Plot
No. 9, Jawaharlal Nehru Pharma City,
Parawada, Visakhapatnam, Andhra Co sé 1: Divi’s Laboratories Limited.
Lo, R 2 Pradesh 531021). . N . . .. .
. PO Chi nhanh Cong ty co . .. . .. (Pia chi: Unit-1, Linogojigudem Village,
Cng ty ¢6 phan duge han dugc phim trun; Bo bét co 86 san xuét dugc chit Co's6 2: Divi’s Laboratories Limited. Choutuppal Mandal, Nalgonda District.
425 |Doltuxil F VD-23049-15  [phim trung wong P P¢ PIAM TUNE 1 5573/ TPTN 26/05/2022 ; ° (Pia chi: Unit-1, Linogojigudem Village, PP > Nagonca g
uong VIDIPHA Binh (MiV-N4) . Andhra Pradesh - 508 252, India).
VIDIPHA Choutuppal Mandal, Nalgonda District, . L. . ,
Duong . Co s6 2: Wockhardt Limited (Dia chi:
Andhra Pradesh - 508 252, India).
N L. . ., |Plot No. 138, GIDC Estate, Ankleshwar -
Co s6' 3: Wockhardt Limited (Dia chi: 393002, Dist. Bharuch, Gujarat, India)
Plot No. 138, GIDC Estate, Ankleshwar - ? : > warat, !
393002, Dist. Bharuch, Gujarat, India).
1. Cefaclor (Dudi dang cefaclor 1. Cefaclor (Dudi dang cefaclor
monohydrate): USP 36 monohydrate): USP 43
Céng ty cé phin duge |Chi nhanh Cong ty oo st i5u chutn chit Lo %DL\a;;\t]OIs\i monohydrate (Lactose): %} Lactose monohydrate (Lactose): DDVN
426 [Cefaclorvid 250 VD-22233-15  |phém trung wong CPDP TU VIDIPHA 2193/TBTN 09/05/2022 P i . one . . . .
VIDIPHA Binh Duon dugc chat, ta duge (MiV-N6) 3. Magnesium stearate (Magnesi stearat): |3. Magnesium stearate (Magnesi stearat):
e DBVN IV DBVN V
4. Sodium starch glycolate (D.S.T): USP |4. Sodium starch glycolate (D.S.T): USP
34-NF 29 43-NF 38
1. Amlodipine besilate: BP 2013 1. Amlodipine besilate: BP 2020
2. Dibasic calcium phosphate dihydrate  [2. Dibasic calcium phosphate dihydrate
(Calci phosphat dibasic): USP 34 (Calci phosphat dibasic): USP 43
3. Sodium starch glycolate (DST): USP  |3. Sodium starch glycolate (DST): USP 43-
2 a . 34-NF29 NF38
Cong ty c6 phan duge  |Chi nhanh Céng ty - JUR 2 B . . . X . . . X
427 | Amlodipin 5mg VD-29876-18  |phém trung wong CPDP TU VIDIPHA 1420/ TDTN 21/03/2022 Cap nhai tlel,l chuan chat lugng 4. Microcrystallin cellulose (Avicel 102): |4. Microcrystallin cellulose (Avicel 102):
X duoc chat, ta duge (MiV-N6) BP 2013 BP 2020
VIDIPHA Binh Duong

5. Colloidal anhydrous silica (Aerosil):
BP 2013

6. Magnesium stearate (Magnesi stearat):
DDBVN IV

5. Colloidal anhydrous silica (Aerosil):
BP 2020

6. Magnesium stearate (Magnesi stearat):
DDVNV
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STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
1. Cefixime trihydrate: USP 36 1. Cefixime trihydrate: USP 43
2. Aspartame (Aspartam): DDVN IV
A FORRY Lo N 2. Aspartame (Aspartam): DDVN V
Céng ty co phan duge |Chi nhinh Cong ty Cép nhit tiéu chuén chit luon, 3. Lactose monohydrate (Lactose): 3. Lactose monohydrate (Lactose): DDVN
428 |Cefimbrano 100 VD-24308-16  |phidm trung wong CPDP TU VIDIPHA 1417/TBTN 21/03/2022 P i . one DBVN IV ’ 4 ’
.\ duogc chat, ta duge (MiV-N6) . A4
VIDIPHA Binh Duong 4. Talc (Bot Talc): DDVN IV R
5. Colloidal anhydrous silica (Aerosil): 4 Tale (Bot Tale): DDVN V
§ Y " |5. Colloidal anhydrous silica (Aerosil): BP
BP 2013
2020
1.Microcrystalline cellulose: BP 2007 1.Microcrystalline cellulose: BP 2018
L L 2.PEG 4000: BP 2010 2.PEG 4000: BP 2018
Cong ty C6 phan Dugc - |Cong ty Co phan Duoc - A e A z £ . . .
429 |Ircovas 150 VD-19849-13 Trang thiét bi y t& Binh |  Trang thiét b y té 5428/TDTN 09/09/2020  |C3p mhat tiéu chun chat lugng td|3.Poloxamer 188: USP 32 3-Poloxamer 188: USP 42
Dinh (Bidiphar) Binh Binh (Bidiphar) dugc (MiV-N6) 4.Colloidal silicon dioxid: USP 32 4.Colloidal silicon dioxid: USP 42
' P ' P 5.Talc: USP 28 5.Talc: USP 41
6.Nuéc cat: DDVN IV 6.Nuéc cat: DDVN V
Cong ty Cé phin Dugc - |Céng ty C6 phan Dugc - Cép nhit tiéu chuén chit luong
430 |Amikacin 500 VD-33718-19 Trang thiét bi y té Binh |  Trang thiét bi y t& 2585/TDTN 30/05/2022  |dugc chat Amikacin sulfat EP 9.0 EP 10.0
Dbinh (Bidiphar) Binh DPinh (Bidiphar) (Amikacin sulfate) (MiV-N6)
Cong ty Cé phin Dugc - |Céng ty C6 phan Dugc - A Acria z £
431 |Mefomid 500 VD-34973-21 Trang thiét bi y t& Binh |  Trang thiét bj y té 2464/TDTN 23/05/2022 S:-fp ;h*i:f‘em}?;?;z;‘a‘ luong | ygp3g USP-NF2022
Dinh (Bidiphar) Binh Dinh (Bidiphar) anth plam (V1
1.Amoxicillin trihydrat (Amoxicillin 1.Amoxicillin trihydrat (Amoxicillin
trihydrate): BP 2017 trihydrate): BP 2021
Cong ty Cé phin Dugc - |Céng ty C6 phan Dugc - Cép nhit tiéu chun 2.Aspartam (Aspartame): USP40 2.Aspartam (Aspartame): USP-NF2021
432 |Amoxicilin 250mg  |VD-18249-13 Trang thiét bi y té Binh |  Trang thiét bi y té 4977/TDTN 08/09/2022  |chét lwgng dugc chat, ta dugc 3.Colloidal silicon dioxide: USP40 3.Colloidal silicon dioxide: USP-NF2021
binh (Bidiphar) Binh Dinh (Bidiphar) (MiV-N6) 4.Bot mui Vanilin: USP40 4.Bot mui Vanilin: USP-NF2021
5.PVP K30 (Povidone): USP39 5.PVP K30 (Povidone): USP-NF2021
6.buong RE (Sucrose): USP37 6.buong RE (Sucrose): USP-NF2021
. Congty C? p},lan ;Du?c -|Congty €O .p;han, Dquc ) Cap nhit tiéu chuin
433 |Neucotic VD-27264-17 Trang thiét bj y t€ Binh Trang thiét bj y t& 4980/TDTN 08/09/2022 chét Irong thanh phim (MiV-N6) USP43 USP-NF2022
Pinh (Bidiphar) Binh Pinh (Bidiphar) ons P
Cong ty C6 phan Dugc - |Cong ty C6 phan Dugc - Cap nhat tiéu chuan
434 |Devastin 20 VD-19847-13 Trang thiét bi y t& Binh |  Trang thiét bi y t& 116/TDTN 11/01/2022  |chat lugng dugc chét Rosuvastatin [EP 9.0 EP 10.0
binh (Bidiphar) Binh Pinh (Bidiphar) Calcium (MiV-N6)
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STT Tén thude S6 ding ky Co sé diing ky Co sé san xuit o Ngay tiép nhin sung/ Ma phan loai Théng tin d dwgc phé duyét Théng tin cip nhit thay dbi
1.Cefradin: USP 38 lACefradu'l: USP 43
R FUITRY R FUITRY N SR 2 2.Magnesium stearat: BP 2016 2.Magnesmrp stearat: BP 2020
Cong ty C? phan Duqc -|Cong ty Co phan Dugc - Cz_ip nhét tiéu chuan] 3.DST ( Sodium Starch Glycolate): USP 3.DST ( Sodium Starch Glycolate): USP
435 |[Bifradin VD-29301-18 Trang thiét bj y t€ Binh Trang thiét bj y t& 6733/TDTN-N 17/01/2022 chat lugng dugc chat, ta duogc 39 43
Dinh (Bidiphar) Binh Pinh (Bidiphar) (MiV-N6) 4 Era-tab (Pregelatinized starch): USP 38 4.Era-tab (Pregelatinized starch): USP-
5.Colloidal silicon dioxide: USP 40 NF2021
5.Colloidal silicon dioxide: USP 43
1.Thanh phim: USP40 1.Thanh phim: USP-NF2021
2.Cefadroxil (Cefadroxil monohydrat): 2.2.Cefadroxil (Cefadroxil monohydrat):
USP 40 USP 43
3. DST (Sodium starch glycolate): USP  |3.DST (Sodium starch glycolate): USP 43
Congty C é phin ]?u'(_yc -|cong ty c& p’hlin Du'f_yc . CaP nhat tiéu chu ﬁq ngerosﬂ (Coloidal stcon dioxidey 3;%1"0511 (Colloidal silicon dioxide): USP
436 |Bicefdox 500 VD-19320-13 Trang thiét bi y t¢ Binh Trang thiét bi y té 113/TBTN 11/01/2022 chat lugng duoc chat, ta dugc, : ’ ..
Dinh (Bidiphar) | Binh Dinh (Bidiphar) thanh phim (MiV-N6) USP 38 3-Era-tab (Pregelatinized starch): USPNF-
: : 5.Era-tab (Pregelatinized starch): USP 38 (2021
6.Magnesi stearat (Magnesium stearat ): (6.Magesi stearat (Magnesium stearat ):
BP 2016 BP 2020
7 Natri lauryl sulphat (Sodium lauryl 7 Natri lauryl sulphat (Sodium lauryl
sulphate): BP 2016 sulphate): BP 2020
Cong ty Co phan Dugc - |Cong ty Co phan Dugc - N SR 2 i
437 |Ircovas 150 VD-19849-13 Trang thiét bi y t5 Binh |  Trang thiét bj y té 637/TPTN 10/02/2022 gsgcnfs;:‘l‘:‘;;:f;iﬁ\'}r;ng USP30 USP- NF2021
Dinh (Bidiphar) Binh Pinh (Bidiphar) .
1.Mannitol: EP 9.0 1.Mannitol: EP 10.0
2.Trinatri citrat dihydrat (Sodium 2.Trinatri citrat dihydrat (Sodium citrate):
Palonosetron Cong ty Cf;) phin Duqc -|Céng ty Cb phén Dugc - Cap nht tiéu chuin citrate): EP 9.0 EP 10.0
438 Bidiphar 0,25mg/5ml VD-34064-20 Trang thiét bi y t€ Binh Trang thiét bj y t& 890/TPTN-N 25/02/2022 cﬁéit lu(;'ng {4 duge (MiV-N6) 3.Acid hydrocloric (Hyrochloric acid): 3.Acid hydrocloric (Hyrochloric acid): EP
? binh (Bidiphar) Binh Dinh (Bidiphar) ) ) EP 9.0 10.0
4.Acid citric khan (Citric acid): BP 2018 |4.Acid citric khan (Citric acid): BP 2020
5. NaOH (Sodium hydroxide): USP 40 5. NaOH (Sodium hydroxide): USP 43
1.Nha san xuat Farmabios Activity '1.Nha san xuét Farmabios Activity
Cintiiiochi it s Moot gt e st e i
439 [Triamcinolon VD-23149-15 Trang thiét bi y t¢ Binh Trang thiét bi y t& 889/TDTN-N 25/02/2022 (Tr.iamcinolone acetonide) (MiV- |USP34 o NF 2021 e
binh (Bidiphar) Binh Pinh (Bidiphar)

N6)

2.Nha san xuit Symbiotec Pharmalab
Private Limited: USP42

2.Nha san xuit Symbiotec Pharmalab
Private Limited: USP-NF 2021
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STT Tén thude S6 ding ky Co sé diing ky Co sé san xuit o Ngay tiép nhin sung/ Ma phan loai Théng tin d dwgc phé duyét Théng tin cip nhit thay dbi
1.4t (1) Sulfat kho (Dried Ferrous
1.8t (1) Sulfat kho (Dried Ferrous salfate): USPNF-2021
salfate): USP40 2.Acid folic: USPNF-2021
2.Acid folic: USP38 3.D- Manitol (Manitol): BP 2020
3.D- Manitol (Manitol): BP 2014 4.Era-gel (Pregelatinized starch): USP-
4.Era-gel (Pregelatinized starch): USP38 |NF2021
. 2 . 2 . e n 2 5.Microcrystalline cellulose: BP 2016 5.Microcrystalline cellulose: BP 2021
Cong ty C6 phan Dugc -|Cong ty Co phan Dugc - Cap nhét tiéu chuan . . . .
440 |Bidiferon VD-31296-18 Traig);hiét rl;i y té Binh Tiaig thir)ét biy té 887/TDTN-N 25/02/2022 chfi lrong duoc chét, ta duge 6-Copovidone (Kollidon VA 64): EP 8.0 - |6.Copovidone (Kollidon VAG4): EP 10.0
Dinh (Bidiphar) Binh Dinh (Bidiphar) (MiV-N6) 7.C01101da_l silicon le.deE:Z USP 43 7.C01101da_l silicon le.deE:Z USP 43
8.Crospovidone (Kollidon CL): USP38  |8.Crospovidone (Kollidon CL): USP-
9.Natri stearyl fumarat (Sodium stearyl ~ [NF2021
fumarate ): USP 37 9.Natri stearyl fumarat (Sodium stearyl
10.Talc: USP36 fumarate): USP 43
11.Nudc tinh khiét: DDVN IV 10.Talc: USP-NF2021
12.Ethanol 96%: DBVN IV 11.Nudc tinh khiét: DBVN V
12.Ethanol 96%: DBDVN V
1.Glucosamin (dudi dang Glucosamin
1.Glucosamin (dudi dang Glucosamin ;:g;t kali clorid): USP phién ban hién
R FURY R FURY . N Ay A i £ sulfat kali_clorid): USP 35 2.Magnesi stearat: USP phién ban hién
441 |Glucosamin VD-27030-17 Co?g ty co phan dugc COPg ty coO phan dugc 6586/TDTN 24/12/2021 MiV-N6: Cap ?hal, tiéu chuan chat ZMagnefl sleAarat: USP 32 hanh
pham Sao Kim pham Sao Kim lugng duoc chat, ta dugc 3.Tinh bot ngd: BP 2009 . N . N
4 Tale: DDVN IV 3.Tinh bot ngo: Bliphlén b.aﬂn hl‘en hanh
5 Tinh bét sén: DDVN IV 4.Talc: DD\{N phién ban hién hanh
: 5.Tinh bot san: DDVN phién ban hién
hanh
Co sé 1: A.R Life Sciences Private
. PO - R Limited (D}a chi: Plot. N(.)‘ 33, 8.V Co- Co s6' 1: A.R Life Sciences Private
Copg ty ¢6 phan dugc  |Chi nhanh. Cong ty B bét co sé sin xudt duoc chét  |°P Industrial Estate. Jeedimetla, Limited (Bia chi: Plot. No. 33, S.V Co-
442 [Clopidogrel 75Smg  |VD-24310-16 pham trung uvong CPDP TU VIDIPHA 2058/TBTN 29/04/2022 (MiV-N4) : Hydrerabad-T.S, India - 500 055) op. In dustrizhil Est!ate. Jée dir.netl’a ’
VIDIPHA Binh Duong Co s¢ 2: Aarti Drugs Limited (Dia chi: i

Plot no. G-60, M.I.D.C, Tarapur, Boisar,
Tal., Palghar, dist. Thane, India)

Hydrerabad-T.S, India - 500 055)
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1. Clopidogrel (Dudi dang clopidogrel 1. Clopidogrel (Dudi dang clopidogrel
bisulfate): USP 38 bisulfate): USP 43
2. Pregelatinized Starch (Starch 1500): 2. Pregelatinized Starch (Starch 1500):
USP 34- NF29 USP 43- NF38
3. Microcrystalline cellulose (Avicel): BP |3. Microcrystalline cellulose (Avicel): BP
2013 2020
4. Lactose monohydrate (Lactose): 4. Lactose monohydrate (Lactose): DDVN
DBVN IV v
Cf)pg ty ¢b phan dugc  |Chi nhanh Cong ty Cap nhat tiéu chudn chét ugng 5. Stearic acid (Acid stearic): BP 2013 5. Stearic acid (Acid stearic): BP 2020
443 |Clopidogrel 75mg  |VD-24310-16 pham trung vong CPDP TU VIDIPHA 2058/TBTN 29/04/2022 dﬁoc cl; 4t 14 duoe (MiV—N 6) 6. Colloidal anhydrous silica (Aerosil):  [6. Colloidal anhydrous silica (Aerosil): BP
VIDIPHA Binh Duong ) ? ) BP 2013 2020
7. Hypromellose (H.P.M.C): USP 34 7. Hypromellose (H.P.M.C): USP 43
8. Talc (Bot talc): DBDVN IV 8. Talc (Bot talc): DBDVN V
9. Macrogols 6000 (PEG 6000): BP 2013 (9. Macrogols 6000 (PEG 6000): BP 2020
10. Titanium dioxide (Titan dioxyd): 10. Titanium dioxide (Titan dioxyd):
DBVN IV DBVNV
11. Ethanol 96% (Con 96%): DBVN IV [11. Ethanol 96% (Cdn 96%): DDVN V
12. Red iron oxide (Sit oxyd): DDVN IV [12. Red iron oxide (Sit oxyd): DDVN V
13. Nudc tinh khiét: DDVN IV 13. Nudc tinh khiét: DDVN V
1. Paracetamol: USP 41 1. Paracetamol: USP 43
2. Natri saccarin: BP 2018 2. Natri saccarin: BP 2020
Chi nhanh cong ty cb 3. Aspartam: EP 9 3. Aspartam: EP 10
Cong ty ¢6 phan duoc han dugc pham OPC Cap nhat tiéu chuan chat luong 4. Mannitol: EP 9 4. Mannitol: EP 10
444 |Para-OPC 325 MG |VD-31143-18 phéni ch ’ Fai Binh Dul')ong -Nha 6068/TDTN-N 2511712021 dugc chit va ta dugc (MiV-Né) 5. Acid citric khan: BP 2018 5. Acid citric khan: BP 2020
may dugc phdm OPC 6. Natri carbonat khan: EP 9 6. Natri carbonat khan: EP 10
7. Povidon: EP 9 7. Povidon: EP 10
8. Docusat natri: USP 41 8. Docusat natri: USP 43
Cong ty Cé phin Dugc - |Céng ty C6 phan Dugc - Cép nhit tiéu chuén chit luong ta
445 |Glutaone 300 VD-29953-18 Trang thiét bi y té Binh |  Trang thiét bi y té 2793/TDTN 07/06/2022  |dugc Natri hydroxyd (Sodium USP38 USP-NF 2021
Dbinh (Bidiphar) Binh Dbinh (Bidiphar) hydroxide) (MiV-N6)
. Cong ty C6 phan Dugc -|Cong ty Co phan Dugc - A e A z £
446 ?;’3[’;2/‘;0@ QLPB-614-17 Trang thiét biy t Binh |  Trang thiétbiyté | 5493/ TDTN-N 03/11/2021 fjﬁ;’fﬁ;fﬁ‘;;?;ﬁﬁﬁh?ﬁj}ﬁf‘ﬁ 5 |EP80 EP 10.0
binh (Bidiphar) Binh Pinh (Bidiphar) :
1. L-lysin hydroclorid: USP 42 1. L-lysin hydroclorid: USP 43
2. Vitamin B1: EP 9 2. Vitamin B1: EP 10
Chi nhinh cong ty cb 3. V?tam%n B6: BP 2019 3. V?tam%n B6: BP 2020
. Céng ty ¢b phan dugc  [phan dugc phdm OPC Cap nhat tiéu chudn chét lugng 4. Vitamin BI2: EP 9 4. Vitamin BI2: EP 10
447 [Qalyvit VD-20228-13 X ) it X 6070/TDTN-N 25/11/2021 : AR oy 5. Acesulfam K: BP 2019 5. Acesulfam K: BP 2020
pham OPC tai Binh Duong - Nha dugc chat va ta duge (MiV-N6) . .
may duoc phém oPC 6. PQVldo‘An: EP 9 6. P<')v1d0kn: EP 10
7. Tinh dau cam: BP 2019 7. Tinh dau cam: BP 2020
8. Nipasol M: BP 2019 8. Nipasol M: BP 2020
9. PEG 6000: EP 9 9. PEG 6000: EP 10
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1. Mupirocin: USP 39 1. Mupirocin: USP hién hanh
Cong ty co phan duge  |Cong ty ¢6 phan dugc Cap nhat tiéu chuan chat luong 2. Dau thau dau: BP 2015 2. Dau thau dau: BP hién hanh
448 | Tropeal VD-28485-17 pham Pat Vi Phit pham Pat Vi Phit ST72/TDTIN 17172021 4 e chit, ta duge (MiV-N6) 3. Vaselin: EP 8.0 3. Vaselin: EP hién hanh
4. Polysorbat 80: EP 8.0 4. Polysorbat 80: EP hién hanh
1.Diluted Isosorbid dinitrat: EP7.0 1.Diluted Isosorbid dinitrat: EP10.0
2 Lactose monohydrat phun sdy 2.Lactose monohydrat phun siy (FlowLac
(FlowLac 100): EP7.0 100): EP 10.0
Cong ty Cé phén ]?uc_yc -|Cong ty Cb phén Duf_yc - Cap nhit tiéu chudn chét lrong 3.Menthol: BP2013 3.Menthol: BP2021
449 |Biresort 10 VD-28232-17 Trang thiét bi y t¢ Binh Trang thiét bi y t& 5489/TDTN-N 03/11/2021 dl.IUC cl;ét @ duoc (MiV—N(;) 4.Microcrystalline cellulose: BP 2013 4.Microcrystalline cellulose: BP 2019
binh (Bidiphar) Binh Pinh (Bidiphar) : ’ : 5.Aspartam: USP 34 5.Aspartam: : USP 43
6.Bot Tale: USP 35 6. Bot Talc: USP 43
7.Colloidal silicon dioxid: USP 35 7.Colloidal silicon dioxid: USP 43
8.Magnesi stearat: BP 2013 8.Magnesi stearat: BP 2020
1. Glucosamin hydroclorid : USP 40 1. Glucosamin hydroclorid: USP 43
2. Cellulose vi tinh thé M101: BP 2013 |2. Cellulose vi tinh thé M101: BP 2021
3. Povidon (Kollidon 30): BP 2013 3. Povidon (Kollidon 30): BP 2021
4. Acid citric: BP 2013 4. Acid citric: BP 2021
5. Natri starch glycolat: BP 2013 5. Natri starch glycolat: BP 2021
6. Cellulose vi tinh thé M112: BP 2013 |6. Cellulose vi tinh thé M112: BP 2021
7. Acid stearic: BP 2013 7. Acid stearic: BP 2021
8. Magnesi stearat: DDVN IV 8. Magnesi stearat: DDVN V
Cong ty co phan duge  |Cong ty ¢6 phan dugc Cap nhat tiéu chuan chat luong 9. Silicon dioxyd: USP 36 9. Silicon dioxyd: USP 43
450 |CISSE VD-27448-17 phidm Pat Vi Phu phidm Pat Vi Phu STTTTHIN 1771172021 dugc chét, ta duge (MiV-N6) 10. Ethanol 96%: DBVN IV 10. Ethanol 96%: DBVN V
11. HPMC E6: BP 2013 11. HPMC E6: BP 2021
12. Talc: DDVN IV 12. Talc: DBVN V
13. Titan dioxyd: BP 2013 13. Titan dioxyd: BP 2021
14. Polyethylen glycol 4000: BP 2013 14. Polyethylen glycol 4000: BP 2021
15. Polysorbat 80: BP 2013 15. Polysorbat 80: BP 2021
16. Dau thau dau: BP 2013 16. Dau thau diu: BP 2021
17. Mau oxyd sét d6: DBVN IV 17. Mau oxyd sét d6: DDVN V
18. Nudc tinh khiét: DDVN IV 18. Nudc tinh khiét: DDVN V
Cong ty cd phan dugc C}?Al nl:]anh C}??g ty o Cép nhit tidu chuén chit luong
451 |Natri bicarbonat 5g | VD-30559-18  |phdm trung uong phan duge pham trung | 50,7y 19/9/2022  |duoe chét Sodium bicarbonate  [USP 39 USP 2021
VIDIPHA uvong VIDIPHA Binh (MiV- N6)
Duong
Cbng ty cd phan dugc Chj nhénh Cé?g ty e A Arria z £ T
452 |Amoxycilin 500mg | VD-20178-18  |phdm trung wong E}(”in ‘iﬁ‘gggﬁ;‘;ﬁg 5208/TDTN 19/9/2022 gjﬁ:gf;:‘f: gzggr;ﬁ?;';gg é 1;:;‘:[’1‘::121? t??ﬁﬁfﬁ?ﬁ?z%?s 1. Amoxicillin trihydrate: EP 10.6
VIDIPHA D . o chal, ta due : Y : 2. Sodium laury! sulfate: BP 2020
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Chi nhénh Cong tv cb 1. Thanh phidm: DDVN IV 1. Thanh phim: DDVN V
Cong ty ¢b phan dugc hin duoe hét%l l};un Cap nhat tiéu chudn chét lugng 2. Diazepam: BP 2013 2. Diazepam: BP 2020
453 |Diazepam 5mg VD-24311-16  |phém trung vong Eon N VIiDIEHA Binhg 213/TDTN 18/01/2022 thanh phém, dugc chit, ta dugc 3. Tinh bot sin: DDVN IV 3. Tinh bét sin: DDVN V
VIDIPHA Du'oén (MiV- N6) 4. Lactose monohydrate: DDVN IV 4. Lactose monohydrate: DDVN V
& 5. Talc: DDVN IV 5. Tale: DDVN V
6. Magnesi stearate: DDVN IV 6. Magnesi stearate: DDVN V
Chi nhénh Cone tv b 1. Thanh phim: DDVN IV 1. Thanh phim: DDVN V
B Burk Cong ty ¢b phan dugc hin duoc phi s t}rl Cap nhat tiéu chudn chét lugng 2. Cephalexin ( Dudi dang cephalexin 2. Cephalexin (Dudi dang cephalexin
454 C:;:{:m“; Som VD-31228-18  |phim trung wong f’mi“ Vli;lglj;lmiﬁg 539/TDTN 27/01/2022  |thanh phim, dugc chét, ti dugc  |monohydrate): BP 2013 monohydrate): BP 2021
e VIDIPHA Dugi X (MiV- N6) 3.Tinh bt san: DDVN IV 3.Tinh bot sin: DDVN V
J 4. Magnesi stearate: DDVN IV 4. Magnesi stearate: DDVN V
5. Lactose monohydrate: DDVN IV 5. Lactose monohydrate: DDVN V
1. Thanh phim: DDVN IV 1. Thanh pham: DBVN V ‘
S N 2 . i, . 2. Cephalexin (Dudi dang cephalexin
. PO Chi nhanh Cong ty co R o n 2 A 2. Cephalexin (Dudi dang cephalexin
Cong ty co phan dugc hin duoc phim trun Cap nhat tiéu chuan chat luong monohydrate): BP 2013 monohydrate): BP 2021
455 |Cephalexin 250mg VD-20852-14  [phim trung wong P o¢ PIam trung 514/TPTN 26/01/2022  |thanh phim, duoc cht, ta duge onycrate): 3. Tinh bgt sén: DDVN V
uong VIDIPHA Binh . 3. Tinh bot san: DDVN IV
VIDIPHA (MiV-N6) 4. Lactose monohydrate: DDVN V
Duong 4. Lactose monohydrate: DDVN IV 5 M i stearate: DDVN V
5. Magnesi stearate: DDVN IV - viagnes stearate:
1. Acid clavulanic (twong duong
Potassium clavulanat/ Avicel): EP phién
. . ban hién hanh
1. Acid clavulanic (twong duong 2. Colloidal silicon dioxid: USP phién ban
Potassium clavulanat/ Avicel): EP 8.0 hien hinh
2. Colloidal silicon dioxid: USP 38 . . N
3. Magnesi stearat: DDVN IV 3.‘ Magnesi stearat: DDVN phién ban hién
. hanh
4. Croscarmellose natri: BP 2016 . A1
Cap nhat tiéu chuan chit lugng  |5. L-HPC (Low-Substituted 4. Croscarmellose natri: BP phién ban
456 [AUCLANITYL VD-20841-1g  |Conety €0 phan Duge |Cong ty CO phan Duge | ) 1) ppyp 26/04/2021 duge chét, t dugc khi cap nhat |hydroxypropyl cellulose): USP 38 hi¢n hanh .
500/125mg pham Tipharco pham Tipharco " X 5. L-HPC (Low-Substituted
dugc dién (MIV-N6) 6. Polyplasdon XL 10 (Crospovidone): A s
USP 38 hydroxypropyl cellulose): USP phién ban
. . . hién hanh
7. Avicel 112 (Microcrystalline 6. Polyplasdon XL 10 (Crospovidone):
cellulose): BP 2016 A 1A 1s
3.1 1 alcohol (1 1 USP phién ban hién hanh
aicjl(l)g B?IE;OZ (;1 120 ot (isopropy 7. Avicel 112 (Microcrystalline cellulose):
’ BP phién ban hién hanh
8. Isopropanol alcohol (Isopropyl
alcohol): BP phién ban hién hanh
1.Glucosamin sulfat natri clorid: USP
A Aria 2 £ . . . phién ban hién hanh
N PO . PO Cap nhét tiéu chuan chat luong  |1.Glucosamin sulfat natri clorid: USP 36 . i S a1
457 |GLUCOSAMIN VD-24856-16  |Congty Cophan Duge |Cong ty Co phan Duoe | o ppyp 20/04/2021 duoc chit, ta duge khi cap nhat  [2.Colloidal silicon dioxide: USP 36 2 Colloidal silicon dioxide: USP phién ban
SULFAT 500mg pham Tipharco pham Tipharco hién hanh

duoc dién (MiV-N6)

3.Magnesi stearat: DDVN IV

3.Magnesi stearat: DDVN phién ban hi¢n
hanh

73




M tiép nhén hd

Ndi dung dé nghi thay ddi bd

A A A = I 2 = 3 2 2 A 5 A A A . ~ Py A Y . A A Re
STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
1. Furosemide: BP phién ban hién hanh
2.Spironolactone: BP phién ban hién hanh
3.Colloidal silicon dioxide: USP phién ban
hién hanh
| Furosemide: BP 2012 4.1\./{agnﬂesm_r{1 Al}lmmometasﬂlcate: USP
. phién ban hién hanh
2 Spironolactone: BP 2012 5.Croscarmellose sodium: BP phién ban
3.Colloidal silicon dioxide: USP 38 . : P
4.Magnesium Aluminometasilicate: USP hi¢n hanh
38 & ’ 6.Lactose: DDVN phién ban hién hanh
5 Croscarmellose sodium: BP 2014 Zilé\i[lu}:l;(f}:ystallme cellulose: BP phién ban
6.Lactose: DDVN IV i
N i . . . . 8.Hydroxypropyl methyl cellulose: USP
Cone ty C phin Duoe |Cone tv C8 phin Duoc Cap nhgt tiéu chuan chat lugng  |7.Microcrystalline cellulose: BP 2014 phién ban hién hanh
458 |MITYUS VD27062-17 | reySOP | Ny Lop ¢ | 1369/TDTN-N 19/03/2021 | duoc chit va ta dugc khi cap nhat |8.Hydroxypropyl methyl cellulose: USP " e o
pham Tipharco pham Tipharco 2 . 9.Bot Talc: DDVN phién ban hién hanh
duge dién (MiV-N6) 38 10.Magnesi stearat: DDVN phién ban hién
9.B6t Talc: DDVN IV hanh ;
10.Magnesi stearat: DDVN IV . e 1en
11.Macrogol 6000: BP 2014 }lléﬁlll/lacrogol 6000: BP phién ban hién
12.Mau Tartrazin: DDVN IV N . A aa
13.Mau Erythrosin: DDVN IV lllillll/lau Tartrazin: DDVN phién ban hién
0,
14.Ethano_l 9™ ]_D,DVN v 13.Mau Erythrosin: DDVN phién ban hién
15.Nudc tinh khiét: DDVN IV hanh
14 Ethanol 96": DDVN phién ban hién
hanh
15.Nudc tinh khiét: DDVN phién ban hién
hanh
1.Cefpodoxim (dudi dang Cefpodoxim
proxetil): USP phién ban hi¢n hanh
1.Cefpodoxim (dudi dang Cefpodoxim  [2.Natri lauryl sulfat: USP phién ban hién
proxetil): USP 38 hanh
2.Natri lauryl sulfat: USP 38 3.Sodium carboxymethyl cellulose: EP
. 2 ia . 2 ia Cap nhét tiéu chuén chét lugng  [3.Sodium carboxymethyl cellulose: EP phién ban hién hanh
459 |TIPHADOCEF 100 | VD-29149-18 C;’a“ni ‘]Yicl:’afch;“ duge C;’a“ni ‘Tyicl:’afch;“ duge | 1 os4TRTN 03/03/2022 | duoe chét va ta dugc khi cap nhat |7.0 4.Croscarmellose sodium: USP phién ban
P P P P duge dién (MiV-N6) 4 Croscarmellose sodium: USP 38 hién hanh
5.Lactose anhydrous: USP 38 5.Lactose anhydrous: USP phién ban hién
6.Dudng tring: DDVN IV hanh
7.Sucralose: USP 38 6.Puong tring: DDVN phién ban hién
hanh
7.Sucralose: USP phién ban hi¢n hanh
1.Bot Talc: DDVN phién ban hi¢n hanh
N PO N PO Cap nhat tiéu chuan chét lugng ta [1.Bot Tale: DDVN IV 2.Magnesi stearat: DDVN phién ban hién
460 |AMOXICILIN VD29139-1g  |COngty Cophandugc |Cong ty Co phan duge 1051/TDTN 03/03/2022  |duoc khi cap nhét duge dién (MiV-|2.Magnesi stearat: DDVN IV hanh
250mg pham Tipharco pham Tipharco

N6)

3.Colloidal silicon dioxid: USP 38

3.Colloidal silicon dioxid: USP phién ban
hién hanh
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1. Cefalexin (dudi dang cefalexin
Cong ty C6 phan Duge  |Cong ty C6 phin Dugc Cap nhdt tiéu chuin chat lugng t4 rlxio(ilzf}?}lfi)::z iig::{::g)?g;l;zla E(é)r?(;?rll(li:at compctecy: B phien ben
461 |CEFALEXIN 500mg|  VD-30507-18 | | & 1y harco phim Tipharco 1733/TDTN 08/0412022 | duge khi cdp nhgg;‘“’c dien (MiV-1,) "5t Tale: DBVN IV 2. Bot Talc: DBVN phién ban hién hanh
3. Magnesi stearat: DDVN IV 3. Magnesi stearat: DDVN phién ban hién
hanh
1. Diacerein: EP phién ban hi¢n hanh
2. Microcrystallin cellulose: BP phién ban
. . hién hanh
1. Diacerein: EP 8.0 3. Lactose: DBVN phién ban hién hanh
2. Microcrystallin cellulose: BP 2016 4. Natri starch alycolat: USP phién b
3. Lactose: DDVN IV - atn starch glycolat: USE phien ban
Cap nhat tiéu chuan chat 1 4. Natri starch glycolat: USP 38 hién hanh
A PO A PO 4p nhat tiéu chuén chat lugng (4. g : 5. Povidon: BP phién ban hién hanh
462 |ANTIARTREIN VD-31207-18 Cli’;i ‘Tyiclfaf:oa“ duge Cli’;i ‘Tyiclfaf:‘oa“ duge | 30/rpTN 08/04/2022 dugc chat, ta duoc khi cap nhat  |5. Povidon: BP 2016 . E;‘: ' 01: 06 ngil;N ai. FE, ar;l.n
P P P P duoe dién (MiV-N6) 6. Ethanol 96": DDVN IV O phien ban fen
7. Nudc tinh khiét: DDVN IV TR, TR
8. Bot Talc: DBVN IV Z;‘lrliluuc tinh khiét: DDVN phién ban hi¢n
9- Magnesi stearat: DDVNIV 8. Bot Talc: DDVN phién ban hién hanh
9. Magnesi stearat: DDVN phién ban hi¢n
hanh
1. Cefpodoxim: USP phién ban hién hanh
1. Cefpodoxim: USP 38 iiéCr:)l}iz:ial silicon dioxide: USP phién ban
2.Colloidal silicon dioxide: USP 38 3 Microc stallin cellulose: BP phién ban
3.Microcrystallin cellulose: BP 2016 e 4 : P
Cap nht tiéu chuén chit lugng  [4.Croscarmellose: BP 2016 hign hanh
463 |TIPHADOCEF 100 | VD-280s7-17 |-ongty CophanDuge |Congty COphan Duge | )y pypy 07/12/2021 | dugc chét va ta dugc khi cdp nhat [5.Crospovidone: USP 38 4Croscarmellose: BP phién bén hién hanh
pham Tipharco pham Tipharco 2 . 5.Crospovidone: USP phién ban hi¢n hanh
duge dién (MiV-N6) 6.Polysorbate 80: BP 2016 ;o na o em
6.Polysorbate 80: BP phién ban hi¢n hanh
7.L-HPC: USP 38 A LA 1A s
R 7.L-HPC: USP phién ban hi¢n hanh
8.Bot Talc: DBVN IV « A ia ria s
oM i stearat: DDVN IV 8.Bot Talc: DDVN phién ban hién hanh
~viaghes: stearat: 9.Magnesi stearat: DDVN phién ban hién
hanh
1 Sorbitol: EP 7.0 lASOrl'mol: EP phién "rfan k}len .k}anh,
. 2.Kali sorbat: BP phién ban hién hanh
N . in 2 N . [2.Kali sorbat: BP 2014 AR A e iia 1s
Cone tv Co phin duoe  |Cone ty C4 phin duoe Cap nhat tiéu chuan chat lugng ta 3 Acid citric: DDVN IV 3.Acid citric: DDVN phién ban hién hanh
464 [Sird6 HEDERA VD-31921-19 2 € y. P i 2 & y. P ; 6431/TDTN 14/12/2021 dugc khi cap nhét duoc dién (MiV-|" N 4.Xanthan gum: USP phién ban hién hanh
pham Tipharco pham Tipharco 4.Xanthan gum: USP 38

N6)

5.Acesulfam kali: BP 2014
6.Nude tinh khiét: DDVN IV

5.Acesulfam kali: BP phién ban hién hanh
6.Nudc tinh khiét: DDVN phién ban hién
hanh
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1. Tadalafil: USP hién hanh (USP-NF
2021)
2. Cellulose vi tinh thé M101: BP hi¢n hanh
(BP 2021)
3. Betacyclodextrin: BP hién hanh (BP
1. Tadalafil: USP 41 2021)
2. Cellulose vi tinh thd M101: BP2013  [4. Tinh bot ngd: BP hién hanh (BP 2021)
3. Betacyclodextrin: BP 2013 5. Povidon (Kollidon 30): BP hién hanh
4. Tinh bot ngd: BP 2013 (BP 2021) o
5. Povidon (Kollidon 30): BP 2013 6. Magnesi stearat: DDVN hién hanh
6. Magnesi stearat: DDVN IV (DBVN'V) k o
7. Croscarmellose natri: BP 2013 7. Croscarmellose natri: BP hién hanh
CONG TY CO PHAN | CONG TY CO PHAN Cap nhat tiéu chudn duoc chit, t4 |8. Silicon dioxyd: USP 36 ;Bls’,ﬁom  oxuds USP hicn b (USP
465 |CASILAS-20 VD-27434-17 |DUGC PHAM DAT VI |DUQC PHAM PAT VI | 6239/TDTN-N 06/12/2021  |duge theo Duoc dién hién hanh 9. HPMC E6: BP 2013 - Sticon dloxyd: i¢én hanh (USP-
PHU PHU MiV-N6 10. Titan dioxyd: BP 2013 NF 2021)
(MiV-N6) 0 Tl l“‘fDlD"%‘W 9. HPMC E6: BP hién hanh (BP 2021)
- raie ; 10. Titan dioxyd: BP hién hanh (BP
12. PEG 4000: BP 2013 2021)
13. Polysorbat 80: BP 2013 11. Talc: DPVN hién hanh (DBVN V)
14. Dau thau dau: BP 2013 12. PEG 4000: BP hién hanh (BP 2021)
15. Mau oxyd sat vang: DDVN IV 13. Polysorbat 80: BP hién hanh (BP 2021)
16. Ethanol 96%: DDVN IV 14. DAu thiu dAu: BP hién hanh (BP 2021)
17. Nuéc tinh khiet: DDVN IV 15. Mau oxyd sét vang: DDVN hién hanh
(DPVN V)
16. Ethanol 96%: DDVN hién hanh (DDVN
V) 7
17. Nudec tinh khiét: DDVN hién hanh
(DPVN V)
CONG TY CO PHAN | CONG TY CO PHAN PO A g
466 IMANDUKA VD-28472-17 pUGC PHAM PAT VI [DUGC PHAM PAT VI 3307/TBTN 29/06/2022 Thay doi tén ?ua €O sO san xuat WEIHAI DISU PHARMACEUTICAL DIJIA PHARMACEUTICAL GROUP
, , dugc chat (MiV-N3) CO.,LTD. CO.,LTD.
PHU PHU
1. Microcrystalline cellulose: BP phién
1. Microcrystalline cellulose: BP 2016 ban hién hanh
Cone ty C4 phin Duoc | Cone ty C6 phin Duoc Cap nhét tiéu chuén chét lugng ta [2.Croscarmellose natri: BP 2016 2.Croscarmellose natri: BP phién ban hi¢n
467 |TENOFOVIR 300 VD3-88-20 " ri Tyi hafco N ri Tyi hafco | 1533/TPTN 25/03/2022  |duge khi cap nhat dugc dién (MiV-|3.Hydroxypropyl methyl cellulose hanh
P P P P N6) 60HD6: USP 41 3.Hydroxypropyl methyl cellulose
4.Macrogol 6000: BP 2016 60HD6: USP phién ban hién hanh
4.Macrogol 6000: BP phién ban hi¢n hanh
; f; racetfam'o};:PB;’ 02012 1. Paracetamol: BP 2019
- _ouproten: ) 2. Ibuprofen: EP 10
3.Tricalci phosphat: DDVN IV Lo
4 Lactose: DDVN IV 3.Tricalci phosphat: DDVN V
. . 4.Lactose: DDVN V
5.Tinh b6t mi: DDVN IV ) o
. . 5.Tinh bot mi: DDVN V
. o 2 A 6.Microcrystalin cellulose: BP 2014 . .
Céng ty Cé phin Dugc  [Céong ty Cé phan Dugc Cap nhit tiéu chuan chat luong 7.Hydroxypropyl methyl cellulose: USP 6.Microcrystalin cellulose: BP 2019
468 [PAINDOL EXTRA | VD26269-17 | fl Tyiphafw 0 ph'?ixi Tyiphafw 0 7475/TDTN 14/12/2020 | duge cht va ta duoe khi cgp nhdt |, yéroxypropy! methy : 7 Hydroxypropyl methyl cellulose: USP 43

duoc dién (MiV-N6)

8.Mau Erythrosin: DDVN IV
9.Bot Talc: DDVN IV

10.Magnesi stearat: DDVN IV
11.Sodium starch glycolat: USP 38
12.Colloidal silicon dioxid: USP 38
13.Nue tinh khiét: DDVN IV

8.Mau Erythrosin: DDVN V

9.B6t Talc: DBVN V

10.Magnesi stearat: DDVN V
11.Sodium starch glycolat: USP 43
12.Colloidal silicon dioxid: USP 43
13.Nude tinh khiét: DDVN V
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1.Thanh phim: DDVN IV 1.Thanh phim: DDVN V
Chi nhénh Céne ty cé 2.Cefadroxil monohydrate: BP 2016 2.Cefadroxil monohydrate: BP 2020
Céng ty ¢b phan duoc hallf dir(‘m }‘I’:i tZuC;’ Cap nhat tiéu chudn chét lugng  |3.Talc: DDVN IV 3.Tale: DBVYN V
469 |Cefadroxil 500mg |VD-21371 -14 phim trung wong Eo VIiDIEH ABi hg 1808/TDTN-N 05/04/2021 thanh pham, duoc chét, ta dugc 4.Magnesi stearat: DDVN IV 4.Magnesi stearat: DDVN V
VIDIPHA Du?)gn n (MiV- N6) 5.Sodium starch glyconate (D.S.T): USP  [5.Sodium starch glyconate (D.S.T): USP
¢ 34-NF29 43-NF38
6.Lactose monohydrate: DDVN IV 6.Lactose monohydrate: DDVN V
Céng ty ¢b phan duoc C;‘allfld“i‘;}; C}‘l’gi ZHC;’ Cap nhat tiéu chun chét lugng  |1.Thanh phim: DDVN IV 1.Thanh phém: DBVN V
470 |Lincomycin 500mg VD-29184-18  |phém trung uong Eo VIiDIEH ABi hg 1422/TPTN 21/03/2022 thanh pham, duoc chét, ta dugc 2.Lincomycin hydrochloride: EP 8.0 2.Lincomycin hydrochloride: EP 10.0
VIDIPHA Duf;gng n (MiV- N6) 3.Magnesium stearate: DDVN IV 3.Magnesium stearate: DDVN V
Chi nhénh Cone ty ¢b 1.Sodium bisulfite: JP XVI 1.Sodium bisulfite: JP XVIII
Gentamicin Cong ty ¢b phan dugc hin duoc héri t};un Céip nhit tiéu chuin chit luone t 2.Disodium edetate: BP 2013 2.Disodium edetate: BP 2020
LU VD-25310-16  |phim trung wong Eon VIiDIEH N Bmhg 2695/TDTN 03/06/2022 d{xgc MiV- N6) & 13 Methyl parahydroxybenzoat: DBVN IV [3.Methyl parahydroxybenzoat: DDVN V
VIDIPHA Du'ogn : 4.Propyl parahydroxybenzoat: DDVN IV |4.Propyl parahydroxybenzoat: DDVN V
J 5.Sodium hydroxide: BP 2013 5.Sodium hydroxide: BP 2020
6.Nudc ct pha tiém: DDVN IV 6.Nudc cét pha tiém: DDVN V
1.Tiéu chuan thanh pham: DEVNIV- ) i a4 thanh phém: DBVN V
2.Cefixime (Dudi dang cefixime X L. .
R 2.Cefixime (Dudi dang cefixime
trihydrate: USP 34 R
3.Microcrystalline cellulose (Avicel): BP trihydrate: USP 43
2613 R4 ’ 3.Microcrystalline cellulose (Avicel): BP
.. 2020
4-Pregelatinized starch (starch 1500): 4.Pregelatinized starch (starch 1500): USP
USP 34-NF 29 43-NF 38
5.Talc: DDVN IV .
. 5.Talc: DDVN V
6.Magnesium stearate : DDVN IV .
L R 2 . 6.Magnesium stearate : DDVN V
. PO Chi nhanh Cong ty co . e n 2 4 7.Sodium lauryl sulfate: BP 2013 .
Cong ty ¢6 phan duoc hin duoe phim trun Cap nhét tiéu chuan chat luong 8.Sodium starch glycolate (DST): USP 7.Sodium lauryl sulfate: BP 2020
472 |Cefimvid 200 VD-32918-19  [phim trung wong P O¢ puam trung 513/TPTN 26/01/2022  thanh phim, duoc chit, ta duge |5 &Y : 8.Sodium starch glycolate (DST): USP 43-
VIDIPHA uwong VIDIPHA Binh (MiV- N6) 34-NF 29 NF 38
Duong ! 9.Colloidal anhydrous silica (aerosil) :BP

2013

10.Dicalcium phosphate dihydrate: USP
34

11.Hydroxypropyl methylcellulose: USP
36

12.Titan dioxyd: DDVN IV

13.Ethanol 96%: DDVN IV

14.Virgin castor oil: BP 2013
15.Purified water : DDVN IV

9.Colloidal anhydrous silica (earosil): BP
2020

10.Dicalcium phosphate dihydrate: USP 43
11.Hydroxypropyl methylcellulose: USP
43

12.Titan dioxyd: DDVN V

13.Ethanol 96%: DBDVN V

14.Virgin castor oil: BP 2020

15.Purified water :DDVN V
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1.Losartan kali: USP hién hanh (USP-
NF 2021)
2.Hydroclorothiazid: USP hién hanh
(USP-NF 2021)
| Losartan kali: USP 40 3.Lactose monohydrat: DDVN hién hanh
. (DBVN V)
2.Hydroclorothiazid: USP 40 L. 2 i
4.Cellulose vi tinh thé (M101): BP hi¢n
3.Lactose monohydrat: DDVN IV N
. 2 hanh (BP 2021)
4.Cellulose vi tinh the (M101): BP 2013 5.Povidon (kollidon 30): BP hién hanh
5.Povidon (kollidon 30): BP 2013 (}éP 2021) ' i
CONG TY CO PHAN | CONG TY CO PHAN Cép nhit tiéu chudn dugc chét, ta |6.Natri starch glycolat: BP 2013 6 Notri starch alveolat: BP hién hanh
473 | NERAZZU-PLUS VD-26502-17 |DUGC PHAM DAT VI [DUGC PHAM DAT VI 5314/TPTN 21/10/2021 dugc theo Dugc dién hién hanh  [7.Magnesi stearat: DDVN IV (}‘31) 2021) gy ’ ;
PHU PHU (MiV-N6) 8.HPMC E6: BP 2013 . s
. . 7.Magnesi stearat: DDVN hién hanh
9.Titan dioxyd: BP 2013
10.Talc: DDVN IV (DBVN V)
b 8.HPMC E6: BP hién hanh (BP 2021)
11.PEG 6000: BP 2013 . . A s
9.Titan dioxyd: BP hién hanh (BP 2021)
12.Ethanol 96%: DBVN IV A s
13 Nube tinh khiét: DDVN IV 10.Talc: DDVN hién hanh (DDVN V)
’ ’ 11.PEG 6000 BP hi¢n hanh (BP 2021)
12.Ethanol 96% DDVN hién hanh
(DBVN V)
13 Nudc tinh khiét DDVN hién hanh
(DBVN V)
1. Acid clavulanic (twong duong
Potassium clavulanat/ Avicel): EP phién
ban hién hanh
1. Acid clavulanic (twong duong 2. Colloidal silicon dioxide: USP phién
Potassium clavulanat/ Avicel): EP 6.0 ban hién hanh
2. Colloidal silicon dioxide: USP 32 3. Magnesi stearat: DDVN phién ban hién
3. Magnesi stearat: DDVN IV hanh
Cap nhat tiéu chudn chit luong 4. Croscarmellose sodium: BP 2009 4. Croscarmellose sodium: BP phién ban
AUCLANITYL Cong ty C6 phin Duge |Cong ty C6 phan Dugc e o0 7S |5 L-HPC (Low-Substituted hién hanh
474 875/125mg VD-27058-18 phim Tipharco phim Tipharco 221VTDTN-N 26/04/2021 duge chat, té duge khi cap nhat hydroxypropyl cellulose): USP 34 5. L-HPC (Low-Substituted

dugc dién (MiV-N6)

6. Polyplasdon XL 10 (Crospovidone):
USP 32

7. Microcrystalline cellulose: BP 2012
8. Isopropanol alcohol (Isopropyl
alcohol): BP 2009

hydroxypropyl cellulose): USP phién ban
hién hanh

6. Polyplasdon XL 10 (Crospovidone):
USP phién ban hién hanh

7. Microcrystalline cellulose: BP phién
ban hién hanh

8. Isopropanol alcohol (Isopropyl
alcohol): BP phién ban hién hanh
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1.Pregelatinized starch ( Eragel): BP 2013 l.Preg_elatmlzed starch ( Eragel): BP 2020
. 2.Povidone K30: DDVN V
2.Povidone K30: DBVN IV ..
.. 3.Pregelatinized starch ( Starch 1500):
3.Pregelatinized starch ( Starch 1500):
USP 43-NF 38
USP 34-NF 29
4.Talc: DDVN V
4.Talc: DDVN IV .
. 5.Magnesi stearat: DDVN V
L R 2 5.Magnesi stearat: DDVN IV .
. 2 Chi nhanh Cong ty co . 6.Croscarmellose sodium: BP 2020
Céng ty ¢6 phan duge hin dugc phim trun, Cép nhit tiéu chuén chit luong ta 6-Croscarmellose sodium: BP 2013 7.Sodium lauryl sulfate: BP 2020
475 |Gludipha 850 VD-25311-16  |phim trung wong P O¢ PRAM TUNE | 5694/ TPTN 03/06/2022 4p nadt &1 17 Sodium lauryl sulfate: BP 2013 -wodium aury - )
uwong VIDIPHA Binh dugc (MiV- N6) . . . 8.Colloidal anhydrous silica (aerosil): BP
VIDIPHA 8.Colloidal anhydrous silica (aerosil): BP
Duong 2013 2020
9.Hypromellose (H.P.M.C): USP 34 9.Hy_pr0m§1]05€ (HP.M.C): USP 43
. . 10.Titan dioxyd: DDVN V
10.Titan dioxyd: DDVN IV
11.Ethanol 96%: DDVN V
11.Ethanol 96%: DDVN IV Ao
N Y 12.DAu thau dau: BP 2020
12.Dau thau dau: BP2013 13 Nuée tinh khiét: DDVN V
13.Nude tinh khiét: DDVN IV : :
1.Cefaclor (Dudi dang cefaclor 1.Cefaclor (Duéi dang cefaclor
Cingy e[ 0CEnes Civsiiin i[OS e ST
476 |Cefaclor 250mg VD-20474-14  [phim trung wong P O¢ PIAM UNE 1 5688/ TPTN 03/06/2022  |dugc chat, ta duoc khi cap nhat |7 oo : ~Viagn :
VIDIPHA uvong VIDIPHA Binh duoe dién (MiV-N6) 3.Lactose: DDVN IV 3.Lactose: DDVN V
Duong : 4.Sodium starch glycolate (D.S.T): USP  [4.Sodium starch glycolate (D.S.T): USP
30-NF 25 43-NF 38
1.Loratadin: USP phién ban hién hanh
1.Loratadin: USP 38 2.Lactose: DDVN phién ban hién hanh
2.Lactose: DDVN IV 3.Tinh bot mi: DDVN phién ban hién hanh
Cone tv Cé phin duoe | Cone tv C6 phin duoe Cap nhat tiéu chuén chét lugng [3.Tinh b6t mi: DDVN IV 4.Gelatin: DDVN phién ban hi¢n hanh
477 |LORATADIN 10mg |  VD-27060-17 nety Lop | nety Lop “ | 2119/TDTN-N 20/04/2021 | duoc chit va ta duge khi cap nhat |4.Gelatin: DDVN IV 5.Bot Talc: DBVN phién ban hién hanh
pham Tipharco pham Tipharco

dugc dién (MiV-N6)

5.Bot Talc: DDVN IV
6.Magnesi stearat: DDVN IV
7.Nude tinh khiét: DDVN IV

6.Magnesi stearat: DDVN phién ban hién
hanh
7.Nude tinh khiét: DDVN phién ban hién
hanh
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STT Tén thuoc So ding ky Co sé dang ky Co sé san xuat o Ngay tiep nhan sung/ Ma phin loai Théng tin da dwgc phé duyét Théng tin cap nhat thay doi
1. Prednisolon acetat: USP phién ban hién
hanh
2.Lactose: DDVN phién ban hién hanh
1. Prednisolon acetat: USP 38 3.Tinh bot mi: DDVN phién ban hién hanh
2.Lactose: DBDVN IV 4.Saccharin: BP phién ban hién hanh
3.Tinh bot mi: DDVN IV 5.Povidone: BP phién ban hi¢n hanh
4.Saccharin: BP 2012 6.Mau Erythrosin: DDVN phién ban hién
. 2 13 . 2 13 Cap nhat tiéu chuén chét lugng  [5.Povidone: BP 2012 hanh
478 SPEEDNISOLON VD-28051-17 C}?énni t’l)"licl?af(ian Duge C}?énni t’l)"licl?af(ian Duoe | ro/rpTN 14/12/2021 | duoc chit va ta duge khi cap nhat |6.Mau Erythrosin: DDVN IV 7.Mau Tartrazin: DDVN phién ban hién
& P P P P duoc dién (MiV-N6) 7.Mau Tartrazin: DDVN IV hanh
8.Natri lauryl sulfat: USP 36 8.Natri lauryl sulfat: USP phién ban hi¢n
9.B6t Talc: DDVN IV hanh
10.Magnesi stearat: DDVN IV 9.B6t Talc: DDVN phién ban hién hanh
11.Nudc tinh khiét: DDVN IV 10.Magnesi stearat: DDVN phién ban hién
hanh
11.Nudc tinh khiét: DDVN phién ban hién
hanh
1. Acid clavulanic (twong duong
Potassium clavulanate / Syloid): EP phién
. . ban hién hanh
1. Acid clavulanic (twong duong 2. Aspartam: DDVN phién ban hién hanh
Potassium clavulanate / Syloid): EP 8.0 A1
N PR 2 2 3. Polyplasdone XL 10: USP phién ban
AUCLANITYL Cong ty Cé phin dugc  [Céong ty C6 phin duge Cap nhdt tiéu chuan chat lung 2. Aspartam: DBVN IV hign hanh
479 | 0060 Sme VD-33165-10 | B D O 9E | 2109 TDTN-N 20/04/2021 | dugc chét va ta duoe khi cap nhat [3. Polyplasdone XL 10: USP 38 o o e BVN ohicn bin hién
e P P P P dugc dién (MiV-N6) 4. Magnesi stearat: DDVN IV R & : P i
5. Puong tring: DBVN IV hanh
6. Nube tinh khiét: DDVN IV }SIélrl;DhHUng trang: DDVN phién ban hién
6. Nudc tinh khiét: DDVN phién ban hién
hanh
1. Prednisolon acetat: EP phién ban hién
. hanh
1. Prednisolon acetat: EP 8.0 2.Lactose: DDVN phién ban hién hanh
Cip nhat tiéu chudn chit lugng |2 -2¢105€: DBVN IV 3.Tinh bt mi: DDVN phién ban hién hanh
480 [PREDNISOLON VD-28050-17  |Conety Cophan Duge 1Cong ty CO phan Duge | (1o 14122021 | duge chét v té duge khi cap nhat |- Lmn Dot mi: DBYN IV 4.Bot Tale: DDVN phién ban hién hanh
Smg pham Tipharco pham Tipharco 4.B6t Talc: DDVN IV

dugc dién (MiV-N6)

5.Magnesi stearat: DDVN IV
6.Nudc tinh khiét: DDVN IV

5.Magnesi stearat: DDVN phién ban hi¢n
hanh
6.Nudc tinh khiét: DDVN phién ban hién
hanh
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STT Tén thude S6 ding ky Co sé diing ky Co sé san xuit o Ngay tiép nhin sung/ Ma phan loai Théng tin d dwgc phé duyét Théng tin cip nhit thay dbi
1. Methylprednisolon: USP phién ban hién
hanh
2. Lactose: DDVN phién ban hi¢n hanh
1. Methylprednisolon: USP 36 3. Tinh bot mi: DDVN phién ban hién
2. Lactose: DDVN IV hanh
. o . o Cap nht tiéu chudn chét luong 3. Tiph bot mi: ];)DVN v 4:RMic‘rocrystallin cellulose: BP phién ban
431 |TIPHAPRED M 16 | vD-27068-17 |C0ngty Cophan Duoe |Cong ty Co phan Duoe |50, ppypy 02/04/2021 duge chit, té duoc khi cap nhat |- Microcrystallin cellulose: BP 2014 fhign hanh L
pham Tipharco pham Tipharco duoe dién (MiV-N6) 5. Natri starch glycolat: USP 36 5. Natri starch glycolat: USP phién ban
: 6. Bot Talc: DBVN IV hién hanh
7. Magnesi stearat: DDVN IV 6. Bot Talc: DDVN phién ban hi¢n hanh
8. Nudc tinh khiét: DDVN IV 7. Magnesi stearat: DDVN phién ban hién
hanh
8. Nudc tinh khiét: DDVN phién ban hién
hanh
1. Prednisolon acetat: USP phién ban hién
hanh
1. Prednisolon acetat: USP 34 2.Lactose: DDVN phién ban hién hanh
2.Lactose: DDVN IV 3.Tinh bot mi: DDVN phién ban hi¢n hanh
. L . L Cap nhat tiéu chudn chit luong 3.Tinl? bot mi: DDYN v 4.‘Du€mg Saccharin: BP phién ban hién
432 |PREDNISOLON VD-27065-17  |Congty €O phan Duge |Cong ty CO phan Duge | 4 ppyy 27/12/2021 | duoc chét va ta duoc khi cap nhat |+ Duong Saccharin: BP 2012 hanh ST
Smg pham Tipharco pham Tipharco duge dién (MiV-N6) 5.Gelatin: DDVN IV 5.Gelatin: DDVN phién ban hié¢n hanh
: 6.Bot Talc: DDVN IV 6.Bot Talc: DDVN phién ban hi¢n hanh
7.Magnesi stearat: DDVN IV 7.Magnesi stearat: DDVN phién ban hién
8 Nudc tinh khiét: DDVN IV hanh
8.Nudc tinh khiét: DDVN phién ban hién
hanh
1. Prednisolon (dudi dang Prednisolon
1. Prednisolon (dudi dang Prednisolon acetat): USP phién baghlcrvl hm‘lah N
2. Lactose: DDVN phién ban hién hanh
acetat): USP 34 . JOR A 1A
3. Tinh bot mi: DDVN phién ban hién
) L ) o Cép nhit tiéu chudn chét lugng |~ Zactose: DOVN IV hanh
483 |TIPHAPRED 5 VD-28062-17  |C0nety Cophan Duge |Congty Co phan Duoe | ¢y iy 14/12/2021 duge chat, ta dugc khi cap nhat | Lmh ot mi: DBVN IV 4. Gelatin: DDVN phién ban hién hanh
pham Tipharco pham Tipharco 4. Gelatin: DBDVN IV

duoc dién (MiV-N6)

5. Tale: DDVN IV
6. Magnesi stearat: DDVN IV
7. Nuée tinh khiét: DDVN IV

5. Talc: DDVN phién ban hi¢n hanh

6. Magnesi stearat: DDVN phién ban hién
hanh

7. Nude tinh khiét: DDVN phién ban hién
hanh
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1.Cetirizin dihydroclorid: EP phién ban
hién hanh
1.Cetirizin dihydroclorid: EP 7.0 2.Lactose: DDVN phién ban hién hanh
2.Lactose: DDVN IV 3.Avicel 101: BP phién ban hién hanh
Cap nhat tiéu chudn chit luong 3.Avicel 101: BP 2012 4.Natri starch glycolat: USP phién ban
484 |CETIRIZIN VD-28046-17  |COnety €O phin Duge |Cong ty €O phan Duge | o ppypy 27122021 | duoc chét va té duge khi cap nhat | T atr starch glycolat: USP 36 hién hanh
pham Tipharco pham Tipharco duge dién (MiV-N6) 5.Hydroxypropyl methyl cellulose 5.Hydroxypropyl methyl cellulose
: 60HD6: USP 36 60HD6: USP phién ban hién hanh
6.Magnesi stearat: DDVN IV 6.Magnesi stearat: DDVN phién ban hién
7.Nude tinh khiét: DDVN IV hanh
7. Nuéc tinh khiét: DDVN phién ban hién
hanh
1. Cefpodoxim: USP phién ban hién hanh
2. Crosscarmellose sodium: BP phién ban
hién hanh
3. Microcrystalline cellulose: BP phién
1. Cefpodoxim: USP 38 bén hi¢n hanh
. 4.Low-Substituted hydroxypropyl
2. Crosscarmellose sodium: BP 2014 DO
. X cellulose: USP phién ban hién hanh
3. Microcrystalline cellulose: BP 2014 . 1,
. 5.Natri starch glycolate: USP phién ban
4.Low-Substituted hydroxypropyl N
hién hanh
cellulose: USP 38 . - . A s
. 6.Colloidal silicon dioxide: USP phién ban
5.Natri starch glycolate: USP 38 hien hanh
6.Colloidal silicon dioxide: USP 38 1en han
N o N . 7.Hydroxypropyl methyl cellulose: USP
Cone tv Cé phin Duoc |Cone tv Cé phin Duoc Cap nhgt tiéu chuén chat lugng  |7.Hydroxypropyl methyl cellulose: USP phién ban hign hanh
485 |TIPHADOCEF 200 VD-28058-17 hi & "l}'/ h P ; hi g "l}'/ h P ; 6630/TDTN 27/12/2021 duoc chat va ta dugc khi cap nhat |38 8 Titan diox -d' DBVN phién ban hién
pham Tipharco pham Tipharco duoc dién (MiV-N6) 8.Titan dioxyd: DBVN IV b ye: P ¥
9-Macrogol 6000: BP 2014 9.Macrogol 6000: BP phién ban hién hanh
10.Acid stearic: BP 2014 . . A a1
N K 10.Acid stearic: BP phién ban hi¢n hanh
11.Mau Erythrosin: DBVNTV 11.Mau Erythrosin: DBVN phién ban hién
12.B4t Talc: DBVN TV e : P ;
13.Magnesi stearat: DBVNTV 12.B6t Talc: DBVN phién bén hién hanh
14AEthano.l 96 P,DVN v 13.Magnesi stearat: DDVN phién ban hién
15.Nudc tinh khiét: DDVN IV hanh
14 Ethanol 96": DDVN phién ban hién
hanh
15.Nu6c tinh khiét: DDVN phién ban hién
hanh
1. Tinh bét san: DBDVN IV 1. Tinh bt sén: DDVN V
2. Lactose: DBDVN IV 2. Lactose: DBVN V
. PO Chi nhanh Céng ty c6 3. Bot Tale: DBVN IV T )
Cong ty ¢6 phan duge hin dugc phim trun, Cép nhit tiéu chuén chit lugng ti  |4. Magnesi stearat: DDVN IV 3. Bot Tale: DBVN V
486 |Doxycyclin 100mg VD-28119-17  |pham trung wong EO ' VIiDIEH B hg 2689/TDTN 03/06/2022 d{xg MIV-N6) omng P dg.’" e elvconate: USP 38N |+ Magnesi stearat: DBVN V
VIDIPHA Duf:fng n o vt » ocium starch glyconate: 5. Sodium starch glyconate: USP 43-NF 38

6. Aerosil (Colloidal anhydrous silica):
BP 2013

6. Aerosil (Colloidal anhydrous silica): BP
2020
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STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
1. Amoxicillin trihydrate: EP 8.0 1. Amoxicillin trihydrate: EP 10.4
R P S 2. Tinh bot sin: DBVN IV 2. Tinh bot sin: DDVN V
Cong ty ¢ phan duge |Chi nhinh Cong ty Cép nhit tiéu chudn chit luon, 3. Magnesium stearate (Magnesi stearat): [3. Magnesium stearate (Magnesi stearat):
487 |Amoxycilin 500mg | VD-20472-14  |phim trung uong CPDP TU VIDIPHA 2264/TPTN 12/05/2022 @ mhat et labuong 0. vagn &N i & :
VIDIPHA Binh Duon duogc chat, ta duge (MiV-N6) DDBbVN IV DbVNV
s 4. Sodium lauryl sulfate (Natri lauryl 4. Sodium lauryl sulfate (Natri lauryl
sulfat): BP 2013 sulfat): BP 2020
1. Lactose: DDVN IV
. . 1. Lactose: DDVN V
2. Povidon K30 (Povidon): DBVNIV 1, 2 30 (Povidon): DBVN V
3. Magnesi stearat: DDVN IV .
4. Aerosil (Colloidal anhydrous silica): 3. Magnesi stearat: DDVN V
§ Y * |4. Aerosil (Colloidal anhydrous silica): BP
BP 2013 2020
. Byt Tale: DOVN IV 5. Bot Talc: DBVN V
6. Buong trang: DDVN IV . B
A I 6. Buong trang: DDVN V
7. Acacia (Gom a rap): BP 2013 . A
I N 2 . 7. Acacia (Gom a rap): BP 2020
. PR Chi nhanh Cong ty co 8. Gelatin: DBVN IV .
Congty co phan duge 151 4oc pham trun Cap nhat tiéu chudn cht rong ta |9. Titan dioxyd: DBVN IV 8. Gelatin: DDVN v
488 |Nystatin 500.000 LU| VD-24878-16 |phim trung uong P P¢ PIAM TUNE 1 5690/ TPTN 03/06/2022 “p nag: ome A e . 9. Titan dioxyd: DDVN V
uong VIDIPHA Binh dugc (MiV-N6) 10. Sap ong trang (White Beewax): BP , . .
VIDIPHA 10. Sap ong trang (White Beewax): BP
Duong 2013
11. Sap carnauba (Carnauba wax): BP 2020
20i3 P ' 11. Sép carnauba (Carnauba wax): BP
. 2020
ii f/;:zrftges;t;go?s‘?t B(D(;NDI;VN 12. Ether (Ether thudng): DDVN V
v Y ye: 13. Mau oxyd st do (Sit oxyd): DDVN V
14. Mau oxyd sit nau (St oxyd): DBVN i/4 - Méu oxyd sat ndu (Sat oxyd): DBVN
v Lo A4
15. Nube tinh khiét: DDVN IV 15 Nute tinh khict: DBVN'V
Cong ty ¢b phan dugc Clil 3 ngla;;h C}olzlg tty <o Cap nhat tiéu chudn chét lugng
489 |Clarividi 250 VD-16044-11  |phim trung wong phan QUOE pham UNg | » 193/ THTN 26/05/2022  |duge chét Clarithromycin (MiV-  [USP 40 USP 43
uong VIDIPHA Binh
VIDIPHA N6)
Duong
1. Cefdinir: USP 39 1. Cefdinir: USP 43
2. Natri citrat: DDVN IV 2. Natri citrat: DDVN V
3. Natri CMC (Carmellose sodium): BP (3. Natri CMC (Carmellose sodium): BP
2007 2020
. 2 ia Chi nhanh Cong ty cb 4. Natri benzoat: DDVN IV 4. Natri benzoat: DDVN V
Céng ty ¢6 phan duge phin dugc phim trung Cép nhit tiéu chuén chit luong 5. Aspartam: DDVN IV 5. Aspartam: DDVN V
490 |Cefnirvid 125 VD-18369-13  |pham trung wong uwong VIDIPHA Binh 2495/TDTN 26/05/2022 dugc chét, ta duge (MiV-N6) 6. Aerosil (Colloidal anhydrous silica): 6. Aerosil (Colloidal anhydrous silica): BP
VIDIPHA
Duong BP 2007 2020

7. Crospovidone: USP 30-NF25
8. Manitol: DDVN IV
9. Lactose: DDVN IV
10. Magnesi stearat: DDVN IV

7. Crospovidone: USP 43-NF38
8. Manitol: DBVN V

9. Lactose: DDVN V

10. Magnesi stearat: DDVN V

83




M tiép nhén hd

Ndi dung dé nghi thay ddi bd

STT Tén thude S6 ding ky Co sé diing ky Co sé san xuit o Ngay tiép nhin sung/ Ma phan loai Théng tin d dwgc phé duyét Théng tin cip nhit thay dbi
1. Bisacodyl: BP 2013
2. Tinh bot ng6: DDVN IV 1. Bisacodyl: BP 2020
3. Lactose: DDVN IV 2. Tinh bdt ng6: DDVN V
4. Povidone K30 (Povidon): DDVN IV |3. Lactose: DDVN V
5. Bot talc: DDVN IV 4. Povidone K30 (Povidon): DDVN V
6. Magnesi stearate: DDVN IV 5. Bot tale: DBVN V
7. Aerosil (Colloidal anhydrous silica): ~ [6. Magnesi stearate: DDVN V
BP 2013 7. Aerosil (Colloidal anhydrous silica): BP
8. Methacrylic acid-methyl methacrylate 2020
copolymer (1:1) (Eudragit L-100): BP 8. Methacrylic acid-methyl methacrylate
2013 copolymer (1:1) (Eudragit L-100): BP
o Chi nhénh Cong ty cb 9. Titan dioxyd: DDVN IV 2020
Cf)pg ty ¢6 phan dugc hin duoe phim trun Céip nhit tiéu chuin chat lron 10. Ethanol 96%: DDVN IV 9. Titan dioxyd: DDVN V
491 |Bisalaxyl VD-24874-16  |pham trung uong P o¢ P N e 2691/TDTN 03/06/2022 %P i . ong 11. Triethyl citrat (Triethyl citrate): BP  [10. Ethanol 96%: DDVN V
uong VIDIPHA Binh duogc chat, ta duge (MiV-N6) R . . .
VIDIPHA Duong 2013 11. Triethyl citrat (Triethyl citrate): BP
12. Acacia (Gom a rap): BP 2013 2020
13. Gelatin: DDVN IV 12. Acacia (Gom a rap): BP 2020
14. Puong tring: DDVN IV 13. Gelatin: DDVN V
15. Sép ong tréing (White Beewax): BP 14. Puong tring: DDVN V
2013 15. Séap ong tring (White Beewax): BP
16. Sap carnauba (Carnauba wax): BP 2020
2013 16. Sap carnauba (Carnauba wax): BP
17. Ether (Ether thuong): DDVN IV 2020
18. Mau oxid st d6 (St oxyd): DDVN  [17. Ether (Ether thuong): DDVN V
v 18. Mau oxid sét do (Sét oxyd): DDVN V
19. Mau oxid st nau (Sit oxyd): DDVN  [19. Mau oxid sét nau (Sit oxyd): DDVN V
v
1. Acetylcystein (Acetylcysteine): USP 36 |1. Acetylcystein (Acetylcysteine): USP 43
Cong ty cé phin dugc C}l;lAl nl:]énh C}(”l)?g ty ¢b oo alit 5w chuin chit § iactose: Dg\];NVIII\;v § iactose: Dg‘];NVI:]]V
2 ) phan dugce pham trung ap nhat tiéu chuan chat lugng . Aspartam: . Aspartam:
492 |Aceblue 200 VD-29874-18  |pham trung wong uong VIDIPHA Binh 2750TDTN 06/06/2022 dugc chét, ta duge (MiV-N6) 4. Aerosil (Colloidal anhydrous silica): 4. Aerosil (Colloidal anhydrous silica): BP
VIDIPHA
Duong BP 2013 2020
5. Nudc tinh khiét: DDVN IV 5. Nudc tinh khiét: DDVN V
o Chi nhénh Cong ty ¢ 1. Tinh bot sén: DBVN IV 1. Tinh bot sén: DBVN V
Dexamethason C(")pg ty €0 phan duge phin dugc phim trung Cép nhit tiéu chuén chit luong ta 2. Lactose: DBVN IV 2. Lactose: DBVN V
493 0,5mg VD-27109-17  |pham trung uong wong VIi)IPHA Binh 2491/TPTN 26/05/2022 d1.wc (MiV—N()) ) 3. Bot Talc: DBVN IV 3. B6t Tale: DDVN V
’ VIDIPHA Duong : 4. Magnesi stearat: DDVN IV 4. Magnesi stearat: DDVN V

5. Povidon K30 (Povidon): DDVN IV

5. Povidon K30 (Povidon): DDVN V
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STT Tén thude S6 ding ky Co sé diing ky Co sé san xuit o Ngay tiép nhin sung/ Ma phan loai Théng tin d dwgc phé duyét Théng tin cip nhit thay dbi
1. Dextromethorphan hydrobromide:
USP 36 1. Dextromethorphan hydrobromide: USP
2. Loratadin: USP 30 43
3. Tinh bot ng6é: DDVN IV 2. Loratadin: USP 43
4. Lactose: DDVN IV 3. Tinh bjt ng6: DDVN V
5. Starch 1500 (Pregelatinized Starch): 4. Lactose: DDVN V
USP 34-NF 29 5. Starch 1500 (Pregelatinized Starch):
6. Povidone K30 (Povidon): DDVN IV [USP 43-NF 38
7. Pregelatinized Starch (Eragel): BP 6. Povidone K30 (Povidon): DDVN V
R FUITRY Chi nhanh Céng ty cb 2013 7. Pregelatinized Starch (Eragel): BP 2020
. Co? 8 ty c0 phén duge phan dugc phidm trung Cap nhat tiéu chun cht lugng 8. Sodium starch glyconate: USP 34-NF  |8. Sodium starch glyconate: USP 43-NF 38
494 |Doltuxil F VD-23049-15 f\’,hl';‘)‘;‘l)‘ﬁlzg uong wong VIDIPHA Binh 2483/TDTN 260512022 o chit, t duoe (MiV-N6) 29 9. Bot talc: DDVN V
Duong 9. Bot talc: DBVN IV 10. Magnesi stearate: DDVN V
10. Magnesi stearate: DDVN IV 11. Avicel (Microcrystalline cellulose):
11. Avicel (Microcrystalline cellulose):  |BP 2020
BP 2013 12. HPMC (Hypromellose):: USP 43
12. HPMC (Hypromellose): USP 34 13. Titan dioxyd: DDVN V
13. Titan dioxyd: DDVN IV 14. Ethanol 96%: DBVN V
14. Ethanol 96%: DBVN IV 15. DAu thiu dau (Virgin castor oil): BP
15. DAu thiu dau (Virgin castor oil): BP {2020
2013 16. Nudc tinh khiét: DDVN V
16. Nue tinh khiét: DDVN IV
1. Acid ascorbic (acid ascorbic): BP 2013 (1. Acid ascorbic (acid ascorbic): BP 2020
2. Thiamine nitrate (Thiamin nitrat): BP  [2. Thiamine nitrate (Thiamin nitrat): BP
2013 2020
3. Riboflavin (Vitamin B2): USP 34 3. Riboflavin (Vitamin B2): USP 2021
. PO Chi nhanh Céng ty cb 4. Pyridoxine hydrochloride (Vitamin 4. Pyridoxine hydrochloride (Vitamin B6):
Co;n gty c0 phan duge phan dugc phim trung Cap nhat tiéu chun cht lugng B6): BP 2013 BP 2020
495 |B Complex C VD-27106-17 I\’,}};“;l:ﬁl/‘;g uong wong VIDIPHA Binh 2496/TDTN 2600520221 o chit, ta duoc (MiV-N6) 5. Tinh bot sin: DDVN IV 5. Tinh bot sin: DDVN V
Duong 6. Talc (Bt Talc): DDVN IV 6. Talc (Bot Talc): DDVN V
7. Magnesium stearate (Magnesi stearat): [7. Magnesium stearate (Magnesi stearat):
DDVN IV DDVNV
8. Colloidal anhydrous silica (Aerosil): 8. Colloidal anhydrous silica (Aerosil): BP
BP 2013 2020
1. Cefalexin 250mg (Dudi dang cefalexin |1. Cefalexin 250mg (Dudi dang cefalexin
monohydrate): BP 2013 monohydrate): BP 2021
- - Cf);ng tye s phén dugc  |Chi nhanh Cong ty Ca it icw chuin chit luome %DL\a;;\t]OIb\i monohydrate (Lactose): 3} Lactose monohydrate (Lactose): DDVN
496 |Vialexin 250 VD-17979-12 I\’/li;ﬂllpllr;lig uong g;ﬁ;ﬂgﬂZIDIPHA 2197/TDTN 09/05/2022 dugc chét, ta duge (MiV-N6) 3. Aspartame (Aspartam): DDVN IV 3. Aspartame (Aspartam): DDVN V

4. Talc (Bot Talc): DDVN IV
5. Colloidal anhydrous silica (Aerosil):
BP 2013

4. Talc (Bot Talc): DBVN V
5. Colloidal anhydrous silica (Aerosil): BP
2020
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STT Tén thude S6 ding ky Co sé diing ky Co sé san xuit o Ngay tiép nhin sung/ Ma phan loai Théng tin d dwgc phé duyét Théng tin cip nhit thay dbi
1. Acid boric: DDVN IV 1. Acid boric: DBVN V
2. Menthol: DBVN IV 2. Menthol: DBVN V
3. Sodium lauryl sulfate (Natri lauryl 3. Sodium lauryl sulfate (Natri lauryl
sulfat): BP 2013 sulfat): BP 2020
4. Sorbitol: DDVN IV 4. Sorbitol: DDVN V
Cépg ty & phén dugc  |Chi nhanh Cong ty oo kit o chn ch . ;bIC;mellose sodium (Natri CMC): BP ;bggnnellose sodium (Natri CMC): BP
497 |Gynocare VS-4924-16  |phim trung wong CPDP TU VIDIPHA 2265/TDTN 12/05/2022 AP Mt tieu ehuian chat fuong ta
VIDIPHA Binh Duong dugce (MiV-N6) 6. Methyl parahydroxybenzoate 6. Methyl parahydroxybenzoate
(Methylparaben): DDVN IV (Methylparaben): DDVN V
7. Ethanol 96% (Cdn 96%): DDVN IV |7. Ethanol 96% (Cdn 96%): DDVN V
8. Propyl parahydroxybenzoate 8. Propyl parahydroxybenzoate
(Propylparaben): DDVN IV (Propylparaben): DDVN V
9. Purifed water (Nudc tinh khiét): 9. Purifed water (Nudc tinh khiét): DDVN
DBVN IV \%
1. Lamivudine: USP 34 1. Lamivudine: USP 43
2. Microcrystalline cellulose (Avicel): BP [2. Microcrystalline cellulose (Avicel): BP
2013 2020
3. Lactose monohydrate (Lactose): 3. Lactose monohydrate (Lactose): DDVN
DDBVN IV \
4. Povidone K30 (PVP K30): DDVN IV |4. Povidone K30 (PVP K30): DDVN V
5. Croscarmellose sodium (Natri 5. Croscarmellose sodium (Natri
o Chi nhénh Cong ty b croscarmellose): BP 2013 croscarmellose): BP 2020
Cf)pg ty ¢6 phan dugc hin d hém G Céip nhit tiéu chuin chit 1 . 6. Colloidal anhydrous silica (Aerosil): 6. Colloidal anhydrous silica (Aerosil):
498 |Lamivudin 150mg VD-24876-16  |phim trung wong phan Quoc pham fung | ye5rpTN 26/05/2022 Ap it tiew chuan Chat wong | g 515 BP 2020
uong VIDIPHA Binh dugc chat, ta duge (MiV-N6) . . . .
VIDIPHA Duong 7. Magnesium stearate (Magnesi stearat): |7. Magnesium stearate (Magnesi stearat):
DBVN IV DBVNV
8. Hypromellose (HPMC): USP 34 8. Hypromellose (HPMC): USP 43
9. Macrogols (PEG 6000): BP 2013 9. Macrogols (PEG 6000): BP 2020
10. Talc (Bot Talc): DDVN IV 10. Talc (Bt Talc): DDVN V
11. Titanium dioxide (Titan dioxyd): 11. Titanium dioxide (Titan dioxyd):
DDBVN IV DDBVNV
12. Ethanol 96% (Cdn 96%): DDVN IV |12. Ethanol 96% (Cdn 96%): DDVN V
13. St oxyd: DBVN IV 13.S4t oxyd: DBVN V
1. Thanh phidm: DDVN IV 1. 1. Thanh phim: DBVN V
2. Cetirizine dihydrochloride: EP 8.0 2. Cetirizine dihydrochloride: EP 10
3. Pregelatinized starch: USP 36-NF 31 (3. Pregelatinized starch: USP 43-NF 38
4. Lactose: BP 2013 4. Lactose: BP 2020
o Chi nhénh Cong ty cb ) i ) 5. Povidon: DBDVN IV 5. Povidon: DDVN V
Cf)pg ty ¢6 phan dugc oh An duoc ph im rung Cap nhz_itqtléu chuan chét luong 6. Bot tale: DDVN IV 6. Bot tale: DDVN V
499 |Cetirizin 10mg VD-29182-18  |pham trung wong wrong VIi)IPH A Binh 5474/TDTN 05/10/2022 thanh pham, duoc chat, ta dugc 7. Magnesi stearat: DDVN IV 7. Magnesi stearat: DDVN V
VIDIPHA Duong (MiV-N6) 8. Colloidal anhydrous silica: BP 2013 8. Colloidal anhydrous silica: BP 2020

o

Hypromellose: USP 36- NF31
10. Titan dioxyd: DDVN IV

11. Virgin castor oil: BP 2013
12. Ethanol 96%: DBVN IV

13. Nude tinh khiét: DDVN IV

9. Hypromellose: USP 43- NF38
10. Titan dioxyd: DDVN V

11. Virgin castor oil: BP 2020
12. Ethanol 96%: DDVN V

13. Nude tinh khiét: DDVN V
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1. Natri hydrocarbonat: DDVN IV 1. Natri hydrocarbonat: DDVN V
2. Sodium carbonate: BP 2013 2. Sodium carbonate: BP 2022
Chi nhénh Cone ty ¢é 3. Citric acid: BP 2013 3. Citric acid: BP 2022
Congty b phin duge |3 " 1T e ty Cao nhit ticn chudn chit luome g4 |+ Manitol: DBVN TV 4. Manitol: DDVN V
500 |Effetalvic 250 VD-31227-18  |phim trung wong Eoi“ VIi)CIgI;;nBrilrllEg 5626/TDTN 11/10/2022 dssc“(l\i“}e;g) uan Chat IO 1 s povidon: DDVN IV 5. Povidon: DDVN V
VIDIPHA Du;’; X : e 6. Docusate sodium: BP 2013 6. Docusate sodium: BP 2022
J 7. Natri benzoat: DBDVN IV 7. Natri benzoat: DDVN V
8. Aspartam: DDVN IV 8. Aspartam: DDVN V
9. Ethanol 96%: DDVN IV 9. Ethanol 96%: DDVN V
[ljslfl))e;(;romethorphan hydrobromide: 1. Dextromethorphan hydrobromide: USP
o 43
Cong ty co phan dugc Chi nhanh Cong ty R e n 2 2 . 2. Loratadin: USP 30 .
501 [Doltuxil VD-23048-15  |phim trung wong CPDP TU VIDIPHA 2353/TPTN 17/5/2022 |4 nhat tiéu chuan chatluong |3y (L0 30 (Povidon): DPVN TV > Loratadin: USP 43
. duogc chat, ta duge (MiV-N6) R 3. Povidone K30 (Povidon): DDVN V
VIDIPHA Binh Duong 4. Magnesi stearate: DDVN IV R
5. Sodium starch glyconate: USP 34- 4. Magnesi stearate: DDVN'V
y : 5. Sodium starch glyconate: USP 43-NF38
NF29
1. Tinh bot ng6é: DDVN IV 1. Tinh bot ng6: DDVN V
Céng ty ¢b phin duge Chi nhanh Céng ty c6 2. Lactose: DBDVN IV 2. Lactose: DDVN V
. g . 2 . phan dugc phim trung Cap nhat tiéu chuén chit lugng ta 3. Povidon: DDVN IV 3. Povidon: DBVN V
502 |Celextavin VD-29180-18 f\’,hl';‘)‘;‘l)‘ﬁlzg uong wong VIDIPHA Binh S627/TDTN 1107202214 e (Miv-N6). 4. Bot talc: DDVN IV 4. Bot tale: DDVN V
Duong 5. Magnesi stearate: DDVN IV 5. Magnesi stearate: DDVN V
6. Colloidal anhydrous silica: BP 2013 6. Colloidal anhydrous silica: BP 2022
1. Thanh phim: DBVN IV 1. Thanh phim: DBVN V
2. Ofloxacin: USP 36 2. Ofloxacin: USP 43
3. Tinh bét ng6é: DDVN IV 3. Tinh bjt ng6: DDVN V
4. Lactose: DDVN IV 4, Lactose: DDVN V
5. Povidon (PVP K30): DBVN IV 5. Povidon (PVP K30): DBVN V
6. Bot tale: DBDVN IV 6. Bot tale: DBVN V
7. Magnesi stearat: DDVN IV 7. Magnesi stearat: DDVN V
Cong ty cé phin dugc ;:1?; I:lgla:;l: ;Z}ol;l[i tt}; 1;:I(l)g Cap nhat tiéu chudn chét ugng 24_5;1)?\;1911 starch glyconate (DST): USP 23_5;1)?\;1; starch glyconate (DST): USP
503 |Ofloxacin 200mg VD-30560-18 I\’/li;ﬂllpllr;lig uong uvong VIDIPHA Binh 4744 TDTN 29/8/2022 :};2?3_];\? g)m’ duge chat, té duge 9. Colloidal anhydrous silica (Aerosil):  [9. Colloidal anhydrous silica (Aerosil): BP
Duong BP 2013 2020

10. Hypromellose (HPMC): USP 36- NF
31

11. Ethanol 96%: DDVN IV

12. Titan dioxyd: DDVN IV

13. Virgin castor oil (Dau thiu diu): BP
2013

14. Nue tinh khiét: DDVN IV

10. Hypromellose (HPMC): USP 43- NF
38

11. Ethanol 96%: DBDVN V

12. Titan dioxyd: DDVN V

13. Virgin castor oil (Ddu thiu diu): BP
2020

14. Nude tinh khiét: DDVN V
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Aspartam: DDVN IV

. Aspartam: DDVN V

STT Tén thude S6 ding ky Co sé diing ky Co sé san xuit o Ngay tiép nhin sung/ Ma phan loai Théng tin d dwgc phé duyét Théng tin cip nhit thay dbi
1. Cefuroxime axetil: USP 39 1. Cefuroxime axetil: USP 43
2. Sodium benzoate (Natri benzoat): 2. Sodium benzoate (Natri benzoat):
DBVN IV DBVNV
3. Microcrystalline cellulose (Avicel): BP |3. Microcrystalline cellulose (Avicel): BP
2007 2020
4. Croscarmellose sodium (Natri 4. Croscarmellose sodium (Natri
croscarmellose): BP 2007 croscarmellose): BP 2020
5. Low-substituted hydropropyl cellulose |[5. Low-substituted hydropropyl cellulose
(L-HPC21): USP26- NF 21 (L-HPC21): USP43- NF 38
Céng ty ¢b phin dugc Ch‘i nhanh Cégg ty ¢b ) ) 6. Magnesium stearate (Magnesi stearat): 6. Magnesium stearate (Magnesi stearat):
504 |Cefurovid 500 VD-13904-11  |phém trung wong  [Phan duoephdm trung | 4oy 26/05/2022 | 3P nhat tiéu chudn chat lugng - IDDVN IV DBVNV
VIDIPHA uong VIDIPHA Binh dugc chat, ta duge (MiV-N6) 7. Sodium lauryl sulfat (Natri lauryl 7. Sodium lauryl sulfat (Natri lauryl
Duong sulfat): BP 2007 sulfat): BP 2020
8. Colloidal anhydrous silica (Aerosil): 8. Colloidal anhydrous silica (Aerosil): BP
BP 2007 2020
9. Talc (Bot talc): DDVN IV 9.Talc (Bot talc): DDVN V
10. Titanium dioxide (titan dioxyd): 10. Titanium dioxide (titan dioxyd):
DBVN IV DDBVNV
11. Hypromellose (HPMC): USP 30 11. Hypromellose (HPMC): USP 43
12. Virgin castor oil (DAu thiu dau): BP  [12. Virgin castor oil (Déu thiu dau): BP
2007 2020
13. Ethanol 96% (Con 96%): DBVN IV [14. Ethanol 96% (Cdn 96%): DDVN V
1. Thanh phim: DDVN IV 1. Thanh phim: DDVN V
2. Papaverin HCl: DBDVN IV 2. Papaverin HCl: DDVN V
3. Tinh bét sén: DBVN IV 4. Tinh bot sin: DDVN V
4. Pregelatinized starch (Starch 1500): 5. Pregelatinized starch (Starch 1500):
o Chi nhanh Cong ty cb ) ) USP 34-NF 29 USP 43-NF 38
Cf)pg ty ¢6 phan dugc phin duoc pham trung Cap nhz_itqtiéu chuan chét luong 5. Lactose monohydrate (Lactose): 5. Lactose monohydrate (Lactose): DDVN
505 [Papaverin VD-22537-15  |pham trung wong wong VIi)IPH A Binh 2490/TDTN 26/05/2022 thanh pham, duoc chat, ta dugc DbBbVN IV \4
VIDIPHA Duong (MiV-N6) 6. Sodium starch glyconate (DST): USP  |6. Sodium starch glyconate (DST): USP
34-NF 29 43-NF 38
7. Povidone K30 (PVP K30): DDVN IV (7. Povidone K30 (PVP K30): DDVN V
8. Talc (Bot Talc): DDVN IV 8. Talc (Bot Talc): DBVN V
9. Magnesium stearate (Magnesi stearat): 9. Magnesium stearate (Magnesi stearat):
DBVN IV DBVN V
1. Natri hydrocarbonat: DDVN IV 1. Natri hydrocarbonat: DDVN V
2. Sodium carbonate: BP 2013 2. Sodium carbonate: BP 2022
3. Citric acid: BP 2013 3. Citric acid: BP 2022
SN oo oy
. x i phan dugc pham trung 4p nhat tiéu chuan chat lugng td |5. Povidon: . Povidon:
306 |Effetalvie 150 VD-29880-18 f\’,hl';‘)‘;‘lflr{u:g uong wong VIDIPHA Binh S4T2/TDTN 0571012022 § e (MiV-N6) 6. Docusate sodium: BP 2013 6. Docusate sodium: BP 2022
Duong 7. Natri benzoat: DBDVN IV 7. Natri benzoat: DDVN V
8. 8
9. 9

Ethanol 96%: DBVN IV

. Ethanol 96%: DDVN V
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1. Thanh phém: DDVN IV 1. Thanh pham: DBVN'V
L 2. Cemitidine: USP 43
2. Cemitidine: USP 36
3. Lactose monohydrate (Lactose): DDVN
3. Lactose monohydrate (Lactose): v
?DT\i;Nh L\‘; sin: DBVN IV 4.Tinh b6t sin: DDVN V
5. Povidone K30 (PVP K30): DBYN Iy |2+ Povidone K30 (PVP K30): DEVN V
R 6. Talc (Bt Talc): DDVN V
N 2 x A . . . in 2 < 6. Talc (Bt Talc): DDVN IV K .
Cong ty ¢6 phan dugc  |Chi nhanh Céng ty Cap nhat tiéu chuan chat luong 7. Magnesium stearate (Magnesi stearat): 7. Magnesium stearate (Magnesi stearat):
507 |Cimetidin 300mg VD-17977-12  |phém trung wong CPDP TU VIDIPHA 2196/TPTN 09/05/2022 thanh pham, duoc chét, ta dugc DDVI%I v g " [DBbVNV
VIDIPHA Binh Duong (MiV-N6) 8. Sodium starch glycolate (DST): USP 8. Sodium starch glycolate (DST): USP 43-
30-NF 25 NF 38
9. Microcrystalline cellulose (Avicel): BP zblz\/gcrocrystallme cellulose (Avicel): BP
2007
10. Hypromellose (HPMC): USP 30 i(l) gt};lprorlllzlél'&;tt(élgf’l\g/[éco/).)ps;é; v
11. Ethanol 96% (Cén 96%): DDVN IV ||+ -2 1a00 7870 (00 7070): |
- . . . 12. Titanium dioxide (Titan dioxyd):
12. Titanium dioxide (Titan dioxyd): DDVN V
DBVN IV
1. Piracetam: EP 7.0 1. Piracetam: EP 10.0
Cong ty cb phin dugc | Chi nhanh Cong ty Ci nhit tu chun chit lagng ;blGllamal acetic acid (Acid acetic): BP jogéamal acetic acid (Acid acetic): BP
308 [Piracetam 1g/Sml VD-20477-14  |pham trung uong CPDP TU VIDIPHA 2184/TDTN 09/0512022 | 1orc chit, t duge (MiV-N6) 3. Sodium acetate (Natri acetat): BP 2011 |3. Sodium acetate (Natri acetat): BP 2020
VIDIPHA Binh Duong S .k R, .k
4. Water for injection (Nudc cat pha 4. Water for injection (Nudc cat pha
tiém): DBVN IV tiém): DBVN V
1. Amoxicillin trihydrate: EP 9.0 1. Amoxicillin trihydrate: EP 10.6
2. Potassium clavulanate két hop voi 2. Potassium clavulanate két hop voi
silicon dioxide: EP 9.0 silicon dioxide: EP 10.6
3. Crospovidone (Crospovidon): USP 30- |3. Crospovidone (Crospovidon): USP 43-
2 NF 25 NF 38
L. Cong ty co phan dugc Chi nhanh Cong ty R e n 2 2 . . . . . . .
509 Augxicine VD-17976-12  |phém trung wong CPDP TU VIDIPHA 1920/TDTN 26/04/2022 Cap nhaz tle}l chuan chat luong 4. Sodium benzoate (Natri benzoat): 4. Sodium benzoate (Natri benzoat):
250mg/31,25mg VIDIPHA Binh Duon dugc chat, ta duge (MiV-N6) DbVN IV DbVN V
s 5. Aspartame (Aspartam): DDVN IV 5. Aspartame (Aspartam): DDVN V
6. Colloidal anhydrous silica (Aerosil):  [6. Colloidal anhydrous silica (Aerosil): BP
BP 2007 2020
7. Talc (Bt Talc): DDVN IV 7. Talc (Bt Talc): DDVN V
8. Mannitol (Manitol): DDVN IV 8. Mannitol (Manitol): DDVN V
1. Thanh phidm: DDVN IV 1. Thanh phim: DDVN V
2. Tinh bot ng6é: DDVN IV 2. Tinh bdt ng6: DDVN V
. PR Chi nhanh Cong ty cb 3. Lactose: DBVN IV 3. Lactose: DBDVN V
Cng ty ¢6 phan duge phén dugc phim trung Cap nhit tiéu chudn chét lugng 4. Microcrystalline cellulose: BP 2013 4. Microcrystalline cellulose: BP 2022
510 |Cinnarizin 25mg VD-24309-16 f\’,hl;‘;‘l)‘glzg uong wong VIDIPHA Binh S4T3/TDTN 05710120221 phém, t dugc (MiV-N6)  |5. Povidon: DBVN IV 5. Povidon: DDVN V
Duong 6. Bot talc: DDVN IV 6. Bot talc: DDVN V
7. 7.
8. 8.

Colloidal anhydrous silica: BP 2013

Colloidal anhydrous silica: BP 2022

89




M tiép nhén hd

Ndi dung dé nghi thay ddi bd

A A A = I 2 = 3 2 2 A A A A A . ~ Py A Y . A A Re
STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
1. Neomycin sulfate: USP 36 1. Neomycin sulfate: USP 2021
2. Methyl parahydroxybenzoat: DDVN IV|2. Methyl parahydroxybenzoat: DDVN V
S N 2 3. Propyl parahydroxybenzoat: DDVN IV (3. Propyl parahydroxybenzoat: DDVN V
Cong ty ¢b phin dugc Cﬁ’;‘giﬁ Cﬁg{i tzuc:: i nht ti6u chudn chit lnomg |4 Natri citrat: DBVN TV 4. Natri citrat: DBVN V
511 [Polydeson VD-29186-18  [phim trung wong me VIbIgH N Binhg 5477/TPTN 05/10/2022 d&sc chét, 1 drgc (MEV-N6) & |5. Povidon: DBVN IV 5. Povidon: DDVN V
VIDIPHA Du;’; X : ’ : 6. Sodium metabisulfite: BP 2013 6. Sodium metabisulfite: BP 2020
J 7. Sodium hydroxide: BP 2013 7. Sodium hydroxide: BP 2020
8. Natri clorid: DDVN IV 8. Natri clorid: DDVN V
9. Nude cat: DDVN IV 9. Nuée cat: DDVN 'V
1. Diacerein: EP 8.0 1. Diacerein: EP 10.6
2. Lactose monohydrate (Lactose): 2. Lactose monohydrate (Lactose): DDVN
P N 2 DBVN IV \%
Cong ty ¢b phin dugc Cﬁ‘;{:‘gz}: Cﬁg{i Zucﬁ o nht ti6u chudn chit luome |3+ Tinh bt sin: DBVN IV 3. Tinh bot sin: DDVN V
512 |Diacerein 50mg VD-21915-14  [phim trung wong P OC PIAm g | 489/ TPTN 26/05/2022 4p mhd’ bt 14EWONE 4. Tale (Bot Talc): DDVN IV 4. Talc (Bt Talc): DBVN V
uong VIDIPHA Binh dugc chat, ta dugc (MiV-N6) . . . .
VIDIPHA Duong 5. Magnesium stearate (Magnesi stearat): 5. Magnesium stearate (Magnesi stearat):
¢ DDVN IV DBVNV
6. Sodium lauryl sulfate (Natri lauryl 6. Sodium lauryl sulfate (Natri lauryl
sulfat): BP 2013 sulfat):: BP 2020
1. Amoxicillin trihydrate: EP 8.0 1. Amoxicillin trihydrate: EP 10.4
2. Tinh bot sin: DBVN IV 2. Tinh bot sin: DDVN V
Cong ty c6 phin dugc  |Chi nhanh Cong ty N SR 2 i 3. Talc (Bot talc): DDVN IV 3. Talc (Bot talc): DDVN V
.. 2 . Cap nhat tiéu chuan chat luong . . i .
513 |Amoxycilin 250mg VD-20471-14  |pham trung uong CPDP TU VIDIPHA 2352/TDTN 17/5/2022 duoc chit, ta durge (MiV-N6) 4. Magnesium stearate (Magnesi stearat): [4. Magnesium stearate (Magnesi stearat):
VIDIPHA Binh Duong e chdl, ta duge (M DDVN IV DDVN V
5. Sodium lauryl sulfate (Natri lauryl 5. Sodium lauryl sulfate (Natri lauryl
sulfat): BP 2007 sulfat): BP 2020
1.Acid ascorbic: EP phién ban hién hanh
1.Acid ascorbic: EP 8.0 2. Tinh bot mi: DDVN phién ban hién
Cong ty C6 phan Duge  |Cong ty C6 phin Dugc Cap nhit tiéu chuan chit lugng  |2. Tinh bot mi: DDVN IV hanh
514 |VITAMIN € 250mg | VD-30512-18 phim Tipharco phim Tipharco 1532/TDTN 25/03/2022 dugc chét, ta dugec (MiV-N6)  [3.Bot Talc: DDVN IV 3.B6t Talc: DDVN phién ban hién hanh
4.Magnesi stearat: DDVN IV 4.Magnesi stearat: DDVN phién ban hién
hanh
1. Natri lauryl sulfat: USP phién ban hién
AMOXICILIN Cong ty C6 phin duge  |Cong ty C6 phan dugc Cap nhit tiéu chuén chit luong ta |1.Natri lauryl sulfat: USP 38 hanh
315 500mg VD-29141-18 phim Tipharco phém Tipharco 1050/THTN 03/03/2022 duoc (MiV-N6) 2.Magnesi stearat: DDVN IV 2.Magnesi stearat: DDVN phién ban hién
hanh
2 s 2 s . 2 < 1.Bot Talc: DDVN phién ban hién hanh
Cong ty Co phan duwgc  |Cong ty Co phan dugc Cap nhat tiéu chuan chat lugng  |1.Bot Talc: DDVN IV i . . AN
516 |CEFALEXIN 500mg| VD-29843-18 phim Tipharco phim Tipharco 1052/TPTN 03/03/2022 duge chét va ta duge (MiV-N6) |2.Magnesi stearat: DBVN IV 2.Magnesi stearat: DDVN phién ban hién

hanh
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1. Cefuroxime (Dudi dang cefuroxime 1. Cefuroxime (Dudi dang cefuroxime
acetil): USP 40 acetil): USP 43
2. Lactose monohydrate (Lactose): 2. Lactose monohydrate (Lactose): DDVN
. DDbVN IV \4
Cong ty co phan duge  |Chi nhanh Cong ty N A in 2 £ . .
517 |Zaniat 125 VD-22235-15  |phém trung wong CPDP TU VIDIPHA 2191/TDTN 09/05/2022 | C3p mhat tiéu chuén chat lugng 3. Aspartame (Aspartam): DDVNIV 3. Aspartame (Aspartam): DBYN V
. dugc chat, ta duge (MiV-N6) 4. Colloidal anhydrous silica (Aerosil):  |4. Colloidal anhydrous silica (Aerosil): BP
VIDIPHA Binh Duong
BP 2013 2020
5. Talc (Bt Talc): DBDVN IV 5. Talc (Bt Talc): DDVN V
6. Carmellose sodium (Na C.M.C): BP 6. Carmellose sodium (Na C.M.C): BP
2007 2020
. PUITRY Chi nhanh Céng ty c6 FYUVO " £
Cong ty ¢6 phan duoc 3 2 Thay d6i tén cua co s¢ san xuat . . .
518 |Cefaclor 250mg  |VD-20474-14 phim trung wong phan dugc phim trung | | g0 pppy 09/05/2022  |duoc chét (Khong thay ddi dia oo™ Sinochem Pharmaceuticals (Zibo) | CENTRIENT PHARMACEUTICALS
uvong VIDIPHA Binh 2 , N B Co., Ltd. (ZIBO) Co., Ltd.
VIDIPHA diém san xuat) (MiV-N3)
Duong
. L Chi nhanh Céng ty cb PO Ca X
Cong ty ¢6 phan duoc X 2 Thay d6i tén cua co s¢ san xuat . . .
519 |Cefaclorvid 250  |VD-22233-15 phim trung wong phan duoc pham trung | | g0 pppy 09/05/2022  |dugc chét (Khong thay ddi dia  [DoM Sinochem Pharmaceuticals (Zibo) | CENTRIENT PHARMACEUTICALS
wong VIDIPHA Binh poc clat (BAonS Co., Ltd. (ZIBO) Co., Ltd.
VIDIPHA diém san xuat) (MiV-N3)
Duong
L. PljednlsAoneV': USP 34 1. Prednisone: USP 42
2. Tinh bdt san: DBDVN IV . N
3. Lactose monohydrate (Lactose): 2. Tinh bt san: DEVN v
: 4 ' 3. Lactose monohydrate (Lactose): DDVN
Chi nhanh Céng ty ¢b DBVNIV \s
. COP 8 ty c0 phén duge phan dugc phidm trung Cap nhat tiéu chun cht lugng 4. Povidone K30 (Povidon K30): DBVN 4. Povidone K30 (Povidon K30): DDVN V
520 |Prednison S5mg VD-24879-16  |pham trung uong tone VIDIPHA Binh 2487/TDTN 26/05/2022 duge chit, ta dugc (MiV-N6) v 5. Talc (Bot Talc): DBVN V
VIDIPHA s : ’ : 5. Talc (Bot Talc): DDVN IV ’ . ' .
Duong 6. Magnesium stearate (Magnesi stearat):

6. Magnesium stearate (Magnesi stearat):
DDBVN IV

7. Sodium lauryl sulfate (Natri lauryl
sulfat): BP 2013

DDBVNV
7. Sodium lauryl sulfate (Natri lauryl
sulfat): BP 2020
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1. Cefpodoxime (Dudi dang cefpodoxime |1. Cefpodoxime (Dudi dang cefpodoxime
proxetil): USP 36 proxetil): USP 43
2. Mannitol (Manitol): DDVN IV 2. Mannitol (Manitol):: DDVN V
3. Crospovidone (Crospovidon): BP 2013 (3. Crospovidone (Crospovidon): BP 2020
4. Sodium benzoate (Natri benzoat): 4. Sodium benzoate (Natri benzoat):
DBVN IV DBVNV
Cépg ty ¢ phin duoc |Chi nhanh Cong ty Cip it icw chun chit lugme é I\iér)t:)([)}(glr)ngzhylcellulose sodium (Natri Z I\iér)k:c[)}(g}r)n:t}hylcellulose sodium (Natri
521 | Vidiox 100 VD-27116-17  |pham trung wong C})DP TU VIDIPHA 2195/TDTN 09/05/2022 dugc chét, ta duge (MiV-N6) 6. Sodium citrate (Natri citrat): DDVN IV (6. Sodium citrate (Natri citrat): DDVN V
VIDIPHA Binh Duong 7. Saccharin sodium (Natri saccharin): 7. Saccharin sodium (Natri saccharin): BP
BP 2013 2020
8. Colloidal anhydrous silica (Aerosil): 8. Colloidal anhydrous silica (Aerosil: BP
BP 2013 2020
9. Aspartame (Aspartam): DDVN IV 9. Aspartame (Aspartam): DDVN V
10. Purified water (Nuc tinh khiét): 10. Purified water (Nudc tinh khiét)::
DBVN IV DBVNV
1. Celecoxib: USP 36 1. Celecoxib: USP 43
2. Lactose monohydrate (Lactose): 2. Lactose monohydrate (Lactose): DDVN
DDBVN IV \
Céng ty ¢ phin duge |Chi nhanh Cong ty . . . . 3. Magnesium stearate (Magnesi stearat): [3. Magnesium stearate (Magnesi stearat):
522 |Celecoxib 100mg VD-21911-14  [phim trung wong CPDP TU VIDIPHA 2194/TPTN 09/05/2022 | C3p mhat tiéu chudn chat lugng - |DDVNIV DDVNV
R dugc chat, ta dugc (MiV-N6) 4. Povidone K30 (PVP K30): DDVN IV |4. Povidone K30 (PVP K30): DDVN V
VIDIPHA Binh Duong . .
5. Sodium croscarmellose 5. Sodium croscarmellose
(Croscarmellose natri): BP 2013 (Croscarmellose natri): BP 2020
6. Sodium lauryl sulfate (Natri lauryl 6. Sodium lauryl sulfate (Natri lauryl
sulfat): BP 2013 sulfat): BP 2020
1. Acid phosphoric (phosphoric acid): BP |1. Acid phosphoric (phosphoric acid): BP
2018 2020
2. Calci hydroxyd (Calcium hydroxide): |2. Calci hydroxyd (Calcium hydroxide):
BP 2018 BP 2020
3. Ergocalciferol: EP 9 3. Ergocalciferol: EP 10
4. Paraffin liquid (DAu paraffin): BP 2007 |4. Paraffin liquid (D4u paraffin): BP 2020
5. Saccharin sodium (Natri Saccharin): 5. Saccharin sodium (Natri Saccharin): BP
Cong ty cb phin duge  [Chi nhanh Cong ty Cip nhit tiéu chuin chit huong BP 2007 2020
523 |Calcigenol VD-17012-12  |pham trung uong CPDP TU VIDIPHA 2190/TBTN 09/05/2022 dﬁoc cl;él @ duoc (MiV—Né) 6. Carmellose sodium (Natri C.M.C): BP [6. Carmellose sodium (Natri C.M.C): BP
VIDIPHA Binh Duong ) ? ) 2007 2020

7. Sodium fluoride (Natri fluorid): BP
2007

8. Methylparahydroxybenzoate (Methyl
paraben): DDVN IV

9. Ethanol 96% (Cdn 96%): DDVN IV
10. Purified water (Nudc tinh khiét):
DBVN IV

7. Sodium fluoride (Natri fluorid): BP
2020

8. Methylparahydroxybenzoate (Methyl
paraben): DDVN V

9. Ethanol 96% (Cén 96%): DDVN V
10. Purified water (Nudc tinh khiét):
DDVNV
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1. Amoxicillin trihydrate: EP 9.0 1. Amoxicillin trihydrate: EP 10.4
. P s 2. Tinh bot san: DDVN IV 2. Tinh bt san: DDVN V
Céng ty ¢ phan duge |Chi nhinh Cong ty Cép nhit tiéu chuén cht luon, 3. Magnesium stearate (Magnesi 3. Magnesium stearate (Magnesi stearat):
524 |Vidaloxin 500 VD-20479-14  |phém trung wong CPDP TU VIDIPHA 2192/TPTN 09/05/2022 @ mhat et iabuong . Viagn & - vash &N :
VIDIPHA Binh Duon dugc chat, ta duge (MiV-N6) stearat): DDVN IV DbVN V
n s 4. Sodium lauryl sulfate (Natri lauryl 4. Sodium lauryl sulfate (Natri lauryl
sulfat): BP 2007 sulfat): BP 2020
1. Bromhexine hydrochloride: BP 2013  |1. Bromhexine hydrochloride: BP 2021
2. Lactose: DBDVN IV 2. Lactose: DDVN V
3. Povidon K30: DBVN IV 3. Povidon K30: DBVN V
4. Tinh bot ngdé: DDVN IV 4. Tinh bot ngé: DDVN V
5. Bot Tale: DDVN IV 5. Bot Tale: DDVN V
« FUIPRY Chi nhanh Céng ty cb 6. Magnesi stearat: DDVN IV 6. Magnesi stearat: DDVN V
Congty ¢ phan duge phén dugc phim trung Cap nhit tiéu chudn chét lugng 7. Aerosil (Colloidal anhydrous silica):  |7. Aerosil (Colloidal anhydrous silica): BP
525 |Bixovom 8 VD-24875-16 I\)/l}?)nlqptlr;;;g uong wrong VIDIPHA Binh 2484/TDTN 26/05/2022 duge chit, ta dugc (MiV-N6) BP 2013 2020
Duong 8. H.P.M.C (Hypromellose): USP 34 8. H.P.M.C (Hypromellose): USP 43
9. Titan dioxyd: DDVN IV 9. Titan dioxyd: DDVN V
10. DAu thiu dau (Virgin castor oil): BP [10. DAu thiu dau (Virgin castor oil): BP
2013 2020
11. Ethanol 96%: DBVN IV 11. Ethanol 96%: DBVN V
12. Nude tinh khiét: DDVN IV 12. Nude tinh khiét: DDVN V
« FUIPRY Chi nhanh Céng ty cb 1. Amoxicillin trihydrate (Amoxicillin 1. Amoxicillin trihydrate (Amoxicillin
Congty ¢ phan duge phén dugc phim trung Cap nhat tiéu chudn chét lugng trihydrat): EP 9.0 trihydrat): EP 10.4
526 |Amoxividi 250 VD-28113-17  pham trung uong uwong VIDIPHA Binh 3229/TBTN 27006120221 4o chit, ta duoc (MiV-N6) 2. Colloidal anhydrous silica (Aerosil):  |2. Colloidal anhydrous silica (Aerosil): BP
VIDIPHA
Duong BP 2019 2020
. FUIPRY Chi nhanh Céng ty cb 1. Calcium chloride hexahydrate (Calci  |1. Calcium chloride hexahydrate (Calci
Congty ¢ phin duge phén dugc phim trung Cap nhat tiéu chudn chét lugng clorid): BP 2018 clorid): BP 2020
527 |Calciclorid 0,5¢/Sml|  VD-25784-16 |pham trung uong uwong VIDIPHA Binh 3228/TDTN 27006120221 4 o chit, ta duoc (MiV-N6) 2. Sodium hydroxide (Natri hydroxid):  |2. Sodium hydroxide (Natri hydroxid): BP
VIDIPHA
Duong BP 2019 2020
o . - Sodium bisulfile (Natri bisulfit): JP 1, o . bicuifile (Natri bisulfit): JP
. 2 ia Chi nhanh Cong ty co XVII
Vitamin C Congtycophanduge | 1 ' o phim ir Cap nhit tiéu chudn chit luong t& |2, Disodium edetate (Dinatri edetat): BP |« V1L
spg | Hamin VD-24318-16  |phdm trung wong phan Quoe pham trung | - 3946 rpTN 02/08/2023 ¢p A UCL Cuuan Chat lwong ta 2. Asodium edetate (Dinatn edetat): 2. Disodium edetate (Dinatri edetat): BP
100mg/2ml uong VIDIPHA Binh dugc (MiV-N6) 2019
VIDIPHA Duong 3. Benzyl alcohol (Con benzylic): BP 2020
¢ Sotg YOI DERATE: 3. Benzyl alcohol (Cén benzylic): BP 2020
I Ascf)rblc ?md (Acid as.co'rblc): BP 2018 1. Ascorbic acid (Acid ascorbic): BP 2020
Lo N 2 2. Sodium bisulfite (Natri bisulfit): JP . . .
R FUITRY Chi nhanh Cong ty co 2. Sodium bisulfite (Natri bisulfit): JP
Cong ty ¢6 phan duge phén dugc phim trung Cap nhit tiéu chudn chét lugng XVl XVIIT
529 [Cevit 500 VD-23690-15  |pham trung uong wrong VIDIPHA Binh 3944/TDTN 02/08/2023 duge chit, ta dugc (MiV-N6) 3. Disodium edetate (Dinatri edetat): BP 3. Disodium edetate (Dinatri edetat): BP
VIDIPHA Duong 2018 2020

4. Benzyl alcohol (Con benzylic): BP
2018

4. Benzyl alcohol (Con benzylic): BP 2020
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STT Tén thude S6 ding ky Co sé diing ky Co sé san xuit o Ngay tiép nhin sung/ Ma phan loai Théng tin d dwgc phé duyét Théng tin cip nhit thay dbi
1. Piracetam: EP 9.0 1. Piracetam: EP 10
. L Chi nhanh Cong ty cb 2. Colloidal anhydrous silica (Aerosil):  [2. Colloidal anhydrous silica (Aerosil): BP
Copg ty c0 phan duge phin dugc phim trung Cép nhit tidu chuén chit luong BP 2019 2020
530 |Piracetam 800mg VD-26311-17  |pham trung wong wong VIiDIPH A Binh 3942/TDTN 02/08/2023 dl.IUC 01; At th duoc (MiV—N(;) 3. Microcrystalline cellulose (Avicel 3. Microcrystalline cellulose (Avicel 102):
VIDIPHA Duong ) ’ ) 102): BP 2019 o BP 2020 o
4. Virgin castor oil (Dau thau dau): BP  [4. Virgin castor oil (Dau thau dau): BP
2019 2020
1. Thanh phidm: DDVN IV 1. Thanh phim: DDVN V
2. Ciprofloxacin hydrochloride: USP 34 (2. Ciprofloxacin hydrochloride: USP 2021
3. Tinh bét ngd: DDVN IV 3. Tinh bot ngd: DDVN V
4. Povidon (PVP K30): DDVN IV 4. Povidon (PVP K30): DDVN V
5. Sodium starch glyconate (DST): USP  |5. Sodium starch glyconate(DST): USP 43-
34-NF29 NF38
6. Bot talc: DDVN IV 6. Bot talc: DDVN V
R FURY Chi nhanh Céng ty c6 A Ar A i £ 7. Magnesi stearat: DDVN IV 7. Magnesi stearat: DDVN V
Copg ty €0 phan duge hin dugc phim trun, Cap nhalytleu chuan ghat luong 8. Pregelatinized starch (starch 1500): 8. Pregelatinized starch (starch 1500):
531 |Ciprofloxacin 500mg|  VD-29190-18  [phim trung wong P O¢ PIAM TUNE | 4573/ TPTN 19/08/2022  |thanh pham, dugc chit, ta duge  |*1o o2 : - e :
VIDIPHA uong VIDIPHA Binh (MiV-N6) USP 34-NF 29 USP 43-NF 38
Duong 9. Colloidal anhydrous silica (Aerosil): 9. Colloidal anhydrous silica (Aerosil): BP
BP 2013 2020
10. Hypromellose (HPMC): USP 34- 10. Hypromellose (HPMC): USP 43-NF38
NF29 11.Titan dioxyd:DBDVN V
11. Titan dioxyd: DDVN IV 12. Ethanol 96%: DBDVN V
12. Ethanol 96%: DBVN IV 13. Virgin castor oil (Déu thau dau): BP
13. Virgin castor oil (Dau thiu diu): BP {2020
2013 14. Nudc tinh khiét: DDVN V
14. Nuée tinh khiét: DDVN IV
1. Acetylcystein: USP 36 1. Acetylcystein: USP 43
Cf)pg ty ¢b phan duge  |Chi nhanh Cong ty Cap nht tiéu chudn chét lrong 2. Lactose: DDVN IV 2. Lactose: DDVN V
532 |Aceblue 100 VD-28112 -17 pham trung wong CPDP TU VIDIPHA 424/TDTN-N 26/01/2021 dl.IUC cl;ét @ duoc (MiV—N(;) 3. Aspartam: DDVN IV 3. Aspartam: DDVN V
VIDIPHA Binh Duong : ’ : 4. Aerosil: BP 2013 4. Aerosil: BP 2019
5. Nudc tinh khiét: DDVN IV 5. Nudc tinh khiét: DDVN V
Brown Burk C(")pg ty ¢b phan dwgc  |Chi nha’nh. Cong ty Cap nhét, tidu chuén chit luong
533 Cefalexin 500mg VD-27108-17 pham trung uong CPDP TU VIDIPHA 106/TDTN-N 13/01/2021 dugc chat Cephalexin monohydrat | BP 2018 BP 2020
VIDIPHA Binh Duong (MiV-N6)
Cong ty ¢b phan dwge  [Chi nhanh Céng ty Cap nhit tiéu chudn chét lugng
534 |Cephalexin 500mg |VD-26306 -17 phim trung wong CPDP TU VIDIPHA 102/TDTN-N 13/01/2021 dugc chét Cephalexin monohydrat | BP 2018 BP 2020
VIDIPHA Binh Duong (MiV-N6).
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STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
1. Piracetam: EP 6.0 1. Piracetam: EP 9.0
2. Avicel (microcrystalline cellulose): BP |2. Avicel (microcrystalline cellulose): BP
2013 2019
3. Magnesi stearat: DDVN IV 3. Magnesi stearat: DDVN V
Cong ty c6 phin dugc  |Chi nhanh Cong ty Ciip nhat tiéu chuin chét luone 4. Aerosil: BP 2013 4. Aerosil: BP 2019
535 [Piracetam 800mg VD-26311-17  |phém trung wong CPDP TU VIDIPHA 107/TDTN-N 13/01/2021 dﬁ(gc chét. 4 duoe (MiV—Né) & 5. HP.M.C: USP 34 5. HP.M.C: USP 43
VIDIPHA Binh Duong j ? j 6. Talc: DDVN IV 6. Talc: DDVN V
7. Titan dioxyd: DDVN IV 7. Titan dioxyd: DDVN V
8. Dau thau diu (castor oil): BP 2013 8. Dau thau diu (castor oil): BP 2019
9. Ethanol 96%: DDVN IV 9. Ethanol 96%: DDVN V
10. Nude tinh khiét: DDVN IV 10. Nude tinh khiét: DDVN V
Cong ty ¢d phan dwge  [Chi nhanh Céng ty Cap nhat tiéu chudn chét lugng
536 [Cephalexin 500mg |VD-28116 -17 phim trung wong CPDP TU VIDIPHA 103/TDTN-N 13/01/2021 dugc chét Cephalexin monohydrat | BP 2018 BP 2020
VIDIPHA Binh Duong (MiV-N6).
1. Nizatidin: USP 34 1. Nizatidin: USP 43
Cong ty c6 phin dugc  |Chi nhanh Cong ty Céip nhilt tiéu chuin chit luone 2. Tinh bot ng6: DDVN IV 2. Tinh bot ngdé: DDVN V
537 |Bezati 150 VD-28114-17 phém trung wong CPDP TU VIDIPHA 5523/TPTN-N 04/11/2021 dﬁSC cl;él @ duoc (MiV—Né) J 3. Magnesi stearat: DDVN IV 3. Magnesi stearat: DDVN V
VIDIPHA Binh Duong : ’ : 4. Aerosil (Colloidal Anhydrous Silica):  [4. Aerosil (Colloidal Anhydrous Silica):
BP 2013 BP 2020
Cong ty ¢b phin dwge  [Chi nhanh Céng ty Thay déi tén ciia co s& san xuat RM.
538 [Cephalexin 250mg |VD-20852-14 phim trung wong CPDP TU VIDIPHA 5876/TDTN-N 18/11/2021 dugc chét (Khong thay dbi dia EI_SIIZ[RSI\I/II\/I\%CEI;?;AC ALS SPAIN. SA SIE/I:ILRISTT PH ACEUTICALS
VIDIPHA Binh Duong diém san xudt) (MiV-N3) ’ ’
Lo N 2 DSM Sinochem Pharmaceuticals (Zibo) Centrient Pharmaceuticals (Zibo) Co.,
. PO Chi nhanh Cong ty co KA s e . . |Co., Ltd.
Brown Burk Cng ty ¢6 phan duge hin dugc phim trun, Thay doi tén va dia chi clia co s Dia chi: Gongye Road, High & new Lud.
539 - VD-27107-17 pham trung wong P O¢ PRAM TUNE | 5877/ THTN-N 18/11/2021  [san xuét duoc chét (Khong thay |- o JONEY g Dia chi: No.1033, Mu Long Shan Road,
Cefalexin 500mg uvong VIDIPHA tinh X oe 1 . X : Tech. Development Zone, Zibo, . . .
VIDIPHA N doi dia diém san xuat) (MiV-N3) . High Tech. Zone, Zibo, Shandong, China.
Binh Duong Shandong, China.
Lo N 2 DSM Sinochem Pharmaceuticals (Zibo) Centrient Pharmaceuticals (Zibo) Co.,
. PO Chi nhanh Cong ty co KA s e . . |Co., Ltd.
Brown Burk Cng ty ¢6 phan duge hin dugc phim trun, Thay doi tén va dia chi clia co s Dia chi: Gongye Road, High & new Lud.
540 - VD-27108-17 pham trung wong P O¢ PRAM TUNE | 5877/ THTN-N 18/11/2021  [san xuét duoc chét (Khong thay |- o JON&Y g Dia chi: No.1033, Mu Long Shan Road,
Cefalexin 500mg uong VIDIPHA tinh PO X : Tech. Development Zone, Zibo, . . .
VIDIPHA N doi dia diém san xuat) (MiV-N3) . High Tech. Zone, Zibo, Shandong, China.
Binh Duong Shandong, China.
e . . DSM Sinochem Pharmaceuticals (Zibo) Centrient Pharmaceuticals (Zibo) Co.,
. PO Chi nhanh Cong ty co KA s e . . |Co., Ltd.
Cong ty c6 phan dugc hin duoc pham trun Thay d6i tén va dia chi cia co s¢ Dia chi: Goneve Road. High & new Ltd.
541 |Cephalexin 500mg ~ [VD-28115-17 phém trung wong D VIDIPHA Bt | S877/TPTNN 18112021 |san xudt dugc chit (Khong thay |-+ #7 DOMEYe "0 I8 Dia chi: No.1033, Mu Long Shan Road,
VIDIPHA ne m 46 dia diém san xuit) (MiV-N3) | o Peveiopment £one, £150, High Tech. Zone, Zibo, Shandong, China.
Duong Shandong, China.
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Lo N 2 DSM Sinochem Pharmaceuticals (Zibo) Centrient Pharmaceuticals (Zibo) Co.,
. U Chi nhanh Céng ty cd O, . |Co., Ltd.
Copg ty o phan dugc phén duoc pham trung Thay dpl tén va d}a chi cua co so Dia chi: Gongye Road, High & new Ltd.
542 |Cephalexin 500mg |VD-28116-17 pham trung uong wong VIi)IPHA Binh 5877/TPTN-N 18/11/2021 sz%n xuat d}wc chat (Khﬁng thay Téch bevelopmem Z(;ne Zibo Dia chi: No.1033, Mu Long Shan Road,
VIDIPHA doi dia diém san xuat) (MiV-N3) ) . ’ ’ High Tech. Zone, Zibo, Shandong, China.
Duong Shandong, China.
Lo, N 2 DSM Sinochem Pharmaceuticals (Zibo) Centrient Pharmaceuticals (Zibo) Co.,
. PO Chi nhanh Cong ty co e ia s ae . . |Co., Ltd.
Copg ty ¢6 phan dugc phin duoc phim trung Thay df)l tén va d’!a chi cua co so Dia chi: Gongye Road, High & new Ltd.
543 |Vialexin 500 VD-29882-18  |pham trung wong wong VIiDIPH A Binh 5877/TDTN-N 18/11/2021 se%n xuat dch chat (,Kh(‘)ng thay Téch ]jevelopment Z(;ne Zibo Dia chi: No.1033, Mu Long Shan Road,
VIDIPHA doi dja diém san xuat) (MiV-N3) : . ’ ’ High Tech. Zone, Zibo, Shandong, China.
Duong Shandong, China.
1. Sodium chloride (Natri clorid): DBDVN |[1. Sodium chloride (Natri clorid): DDVN
v \%
AL A A Lo, N . ) 2. Methyl parahydroxybenzoate 2. Methyl parahydroxybenzoate
544 [Rhynixsol VD-21379-14 E}?:ni tliucnogri:jo?gduqc gg})ﬁ?{? S/(I)B?&A 5524/TDTN-N 04/11/2021  |C3p nhat tiéu chudn chat luong td | (Methylparaben): DDVN IV (Methylparaben): DBVN V
VIDIPHA Binh Duong dugc (MiV-N6) 3. Propyl parahydroxybenzoate 3. Propyl parahydroxybenzoate
(Propylparaben): DBDVN IV (Propylparaben): DBDVN V
4. Purified water (Nuc tinh khiét): 4. Purified water (Nuc tinh khiét):
DBVN IV DBVNV
1. Loratadin: USP 35 1. Loratadin: USP 43
C(")pg ty ¢b phan dwgc  |Chi nha’nh. Cong ty Cap nht tiéu chuin chéit leong 2. Tinh bot ng6: DDVN IV 2. Tinh bot ngdé: DDVN V
545 |Loravidi VD-28122 -17 pham trung uong CPDP TU VIDIPHA 224/TDTN-N 14/01/2021 dﬁoc cl;él @ duoc (MiV—Né) 3. Lactose: DDVN IV 3. Lactose: DDVN V
VIDIPHA Binh Duong ) ? ) 4.P.V.P K30: DDVN IV 4.P.V.P K30: DDVN V
5. Magnesi stearat: DDVN IV 5. Magnesi stearat: DDVN V
Brown Burk C(")pg ty ¢b phan dwgc  |Chi nha’nh. Cong ty Cap nhét, tidu chuén chit luong
546 Cefalexin 500mg VD-27107-17 pham trung uong CPDP TU VIDIPHA 105/TDTN-N 13/01/2021 dugc chat Cephalexin monohydrat | BP 2018 BP 2020
VIDIPHA Binh Duong (MiV-N6)
547 |Ampicilin 500 mg  |VD-21370-14 ;?1;) ;xi tt}r/u(;ogxilhoa;]gduqc 8;;;; ?;][l} S/?]r;%lgl A 1807/ TDTN-N 05/04/2021 Cap HhﬁE tié}l chuan chﬁt luong 1. Amp_icillin trihydrate: BP 2018 1. AmPicillin trihydrate: BP 2020
. duogc chat, ta duge (MiV-N6) 2. Natri lauryl sulfat: BP 2018 2. Natri lauryl sulfat: BP 2020
VIDIPHA Binh Duong
Cong ty ¢b phan dwge ~ [Chi nhanh Céng ty Cap nhat tiéu chudn chét lugng
548 |Cephalexin 500mg |VD-28115-17 phim trung wong CPDP TU VIDIPHA 104/TDTN-N 13/01/2021 dugc chét Cephalexin monohydrat | BP 2018 BP 2020
VIDIPHA Binh Duong (MiV-N6)
1. Amoxicilin trihydrat: EP 8.0 1. Amoxicilin trihydrat: EP 9.0
2. Lactose monohydrate: DDVN IV 2. Lactose monohydrate: DDVN V
Cf)pg ty ¢b phan dugc  |Chi nhanh Cong ty Ciip nhat tiéu chuin chét luone 3. Aspartam: DDVN IV 3. Aspartam: DDVN V
549 |Amoxividi 250 VD-28113-17  |pham trung uvong CPDP TU VIDIPHA 221/TDTN-N 14/01/2021 dﬁ(I;c chét. 4 duoc (MiV—Né) J 4. Bot talc: DBVN IV 4. Bot talc: DBVN V
VIDIPHA Binh Duong : ’ : 5. Aerosil: BP 2013 5. Aerosil: BP 2019
6. Natri CMC (Natri carboxy methyl 6. Natri CMC (Natri carboxy methyl
cellose): USP 36 cellose): USP 43
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- Allmergazme tartrate: BP 2013 1. Alimemazine tartrate: BP 2020
2. Glycerin: DBVN IV 2. Glycerin: DBVN V
0, S 0/ . . N
3. Ethanol 96% (Con 96%): DEVN IV 10" py 001 6604 (Con 96%): DBVN V
4. Acid citric monohydrate (Acid citric): Lo L
4. Acid citric monohydrate (Acid citric):
DBVN IV DBVN V
Cong ty ¢b phan dugc E}?ﬁll?l;ir;}; iﬁg{iz;ﬁg Cap nht tiéu chudn chét lrong IS\./Ascorblc acid (Acid ascorbic): DBVN 5. Ascorbic acid (Acid ascorbic): DDVN V
550 |Thémaxtene VD-17021-12  |pham trung vong wong VIDIPHA Binh 2488/TDTN 26/05/2022 duoc chit, ta durge (MiV-N6) 6. Methyl parahydroxybenzoate (Methyl 6. Methyl parahydroxybenzoate (Methyl
VIDIPHA paraben): DDVN V
Duong paraben): DDVN IV
7. Propyl parahydroxybenzoate (Propyl
7. Propyl parahydroxybenzoate (Propyl
paraben): DDVN V
paraben): DDVN IV . B
. . 8. Sucrose (Puodng trang): DDVN V
8. Sucrose (Puong trang): DBDVN IV . L Lz
. o £ 9. Purified water (Nudc tinh khiét):
9. Purified water (Nudc tinh khiét): DDVN V
DDBVN IV
1. Ascorbic acid (Acid ascorbic): BP 2018|1. Ascorbic acid (Acid ascorbic): BP 2020
2. Thiamine hydrochloride (Vitamin B1): |2. Thiamine hydrochloride (Vitamin B1):
BP 2018 BP 2021
3. Riboflavin sodium phosphate (Vitamin |3. Riboflavin sodium phosphate (Vitamin
B2): EP 9.0 B2): EP 10.6
4. Pyridoxine hydrochloride (Vitamin 4. Pyridoxine hydrochloride (Vitamin B6):
A PN . N B6): BP 2013 BP 2020
Cong ty c6 phan duge  |Chi nhanh Cong ty - JUDR 2 B . L . . S X
551 |B Complex C VD-18367-13  |phém trung wong CPDP TU VIDIPHA 2185/ THTN 09/05/2022 Cap nhaz tlel,,l chuan chat lugng 5. Calcium pantothenate (Vitamin B5):  [5. Calcium pantothenate (Vitamin B5): EP
. duogc chat, ta duge (MiV-N6) EP 9.0 10.6
VIDIPHA Binh Duong

6. Nicotinamide (Vitamin PP): USP 39

7. Sodium benzoate (Natri benzoat):
DBVN IV

8. Sucrose (Puong tring): DBVN IV

9. Sodium citrate (Natri citrat): DDVN IV
10. Purified water (Nuc tinh khiét):
DBVN IV

6. Nicotinamide (Vitamin PP): USP 43
7. Sodium benzoate (Natri benzoat):
DBVNV

8. Sucrose (Puong tring): DBVN V

9. Sodium citrate (Natri citrat): DDVN V
10. Purified water (Nuc tinh khiét):
DBVN V
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1. Acid ascorbic: BP 2018 1. Acid ascorbic: BP 2020
. N 2. Tinh bdt san: DDVN V
2. Tinh bdt san: DBDVN IV
3. Lactose monohydrate (Lactose): DDVN
3. Lactose monohydrate (Lactose): v
DBVN IV .
4. Povidone K30 (PVP K30): DDVN IV ‘5“ ?‘;’C“}‘};‘z I;jloc )(?g;\lflj?f‘ DBVNV
5. Talc (Bt Talc): DBDVN IV ! : X .
. . 6. Magnesium stearate (Magnesi stearat):
6. Magnesium stearate (Magnesi stearat):
DDVNV
DDBVN IV . L .
. . . 7. Colloidal anhydrous silica (Aerosil): BP
R PO L R 7. Colloidal anhydrous silica (Aerosil):
Cong ty ¢6 phan dugc  |Chi nhanh Cong ty Céip nhit tiéu chuin chit luone BP 2007 2020
552 |Vitamin C 500mg VD-17981-12  |phdm trung wong CPDP TU VIDIPHA 2187/TDTN 09/05/2022 €p TAE, ey chuan c1d lwong _ . _ 8. Microcrystalline cellulose (Avicel): BP
. dugc chat, ta duge (MiV-N6) 8. Microcrystalline cellulose (Avicel): BP
VIDIPHA Binh Duong 2013 2020
. . 9. Croscarmellose sodium (Natri
9. Croscarmellose sodium (Natri
llose): BP 2007 croscarmellose): BP 2020
croscarmeriose): 10. Hypromellose (HPMC): USP 43
10. Hypromellose (HPMC): USP 30 11. Ethanol 96% (Cén 96%): DDVN V
11. Ethanol 96% (Cén 96%): DDVN IV |/ -~ 1r0 7070 A-08 Z570): |
- L . . 12. Titanium dioxide (Titan dioxyd):
12. Titanium dioxide (Titan dioxyd):
DDBVNV
DBVN IV . L iz
. o % 13. Purified water (Nudc tinh khiét):
13. Purified water (Nudc tinh khiét): DDVN V
DDBVN IV
1 Ascorbic acid (Acid ascorbic): BP 2018|, \ e 2id (Acid ascorbic): BP 2020
L, . 2 2. Sodium bisulfite (Natri bisulfit): JP . . .
. 2 i3 Chi nhanh Cong ty co 2. Sodium bisulfite (Natri bisulfit): JP
Céng ty ¢6 phan duge phin dugc phim trung Cép nhit tiéu chuén chit luong XVII XVIII
553 [Cevit 1g VD-23689-15  |pham trung wong wong VIDIPHA Binh 3949/TDTN 02/08/2022 duoc chit, t4 duoc (MiV-N6) 3. Disodium edetate (Dinatri edetat): BP 3. Disodium edetate (Dinatri edetat): BP
VIDIPHA Duong 2018 2020
;0]13; nzyl alcohol (Con benzylic): BP 4. Benzyl alcohol (Con benzylic): BP 2020
1. Celecoxib: USP 36 1. Celecoxib: USP 43
2. Lactose monohydrate (Lactose): 2. Lactose monohydrate (Lactose): DDVN
DDBVN IV \
Céng ty cb phin duge |Chi nhanh Cong ty . . . . 3. Magnesium stearate (Magnesi stearat): [3. Magnesium stearate (Magnesi stearat):
554 |Celecoxib 200 VD-21912-14  |phém trung wong CPDP TU VIDIPHA 2189/TDTN 09/05/2022 | P nhat tiéu chudn cht luong - DDVN IV DBVNV
clecoxib ~00mg phémm rung uong . duoc chit, t duge (MiV-N6) 4. Povidone K30 (PVP K30): DDVN IV |4. Povidone K30 (PVP K30): DDVN V
VIDIPHA Binh Duong . .
5. Sodium croscarmellose 5. Sodium croscarmellose
(Croscarmellose natri): BP 2013 (Croscarmellose natri): BP 2020
6. Sodium lauryl sulfate (Natri lauryl 6. Sodium lauryl sulfate (Natri lauryl
sulfat): BP 2013 sulfat): BP 2020
1. Cefixime (Du6i dang cefixime 1. Cefixime (Duéi dang cefixime
trihydrate): USP 39 trihydrate): USP 43
. PO Chi nhanh Céng ty c6 2. Aspartame (Aspartam): BP 2003 2. Aspartame (Aspartam): BP 2020
Céng ty ¢6 phan duge phin dugc phim trung Cép nhit tiéu chuén chit luong 3. Lactose monohydrate (Lactose): 3. Lactose monohydrate (Lactose): DDVN
555 |Cefixim 50mg VD-12405-10 I\)/l};n;})tﬁl;;g uong wong VIDIPHA Binh 2494/TDTN 26/05/2022 duoc chit, t4 duoc (MiV-N6) DBVN 111 v
Duong 4. Talc (Bot talc): DDVN III 4. Talc (Bot talc): DDVN V

5. Colloidal anhydrous silica (Aerosil):
BP 2003

5. Colloidal anhydrous silica (Aerosil): BP
2020
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1. Manitol: DBVN IV 1. Manitol: DBVN V
2. Tinh bét ng6é: DDVN IV 2. Tinh bdt ng6: DDVN V
3. Povidone K30 (Povidon): USP 34 3. Povidone K30 (Povidon): USP 43
4. Bot Talc: DDVN IV 4. Bot Talc: DDVN V
5. Magnesium stearate: DDVN IV 5. Magnesium stearate: DDVN V
Cf)pg ty ¢b phan dugc  |Chi nhanh Cong ty Cap nhat tiéu chudn chét uong ta 6. Aerosil (Colloidal anhydrous silica):  [6. Aerosil (Colloidal anhydrous silica): BP
556 |Vikasfaren 20 VD-27117-17  |pham trung uwong CPDP TU VIDIPHA 2350/TBTN 17/05/2022 dﬁoc (MiV—N6) ; BP 2013 2020
VIDIPHA Binh Duong : 7. Titan dioxyd: DDVN IV 7. Titan dioxyd: DDVN V
8. HPMC (Hypromellose): USP 34 8. HPMC (Hypromellose): USP 43
9. Dau thau diu (Virgin castor oil): BP 9. Diu thau diu (Virgin castor oil): BP
2013 2020
10. Ethanol 96%: DDVN IV 10. Ethanol 96%: DDVN V
11. Nue tinh khiét: DDVN IV 11. Nuée tinh khiét: DDVN V
1. Cefuroxime (Dudi dang cefuroxime 1. Cefuroxime (Dudi dang cefuroxime
axetil): USP 39 axetil): USP 43
2. Lactose monohydrate (Lactose): 2. Lactose monohydrate (Lactose): DDVN
Céng ty cd phan duge Cl? ‘i ngénh C}?r'lg ves Cap nh hudn chét I ]3)DAVN . (A ): DBVN IV ;] A (A ): DDVN V
. 2 : an dugc pham trun, ap nhat tiéu chuan chat lugng . Aspartame (Aspartam): . Aspartame (Aspartam):
357 |Cefurovid 125 VD-13902-11 ﬁ;ﬁpﬁzg uong fro‘ng VIDIEHA Binhg 2486/TDTN 26/05/2022 dugc chit, ta duoc (MiV-N6) ¢ 4. Tafc (Bot Talc)p: DDVN IV 4. Tafc (Bot Talc)p: DDVN V
Duong 5. Colloidal anhydrous silica (Aerosil): 5. Colloidal anhydrous silica (Aerosil): BP
BP 2007 2020
6. Croscarmellose sodium (Natri CMC):  [6. Croscarmellose sodium (Natri CMC):
BP 2013 BP 2020
1.Paracetamol: BP 2014 1. Paracetamol: BP 2018
2.Lactose monohydrat: EP7.0 2.Lactose monohydrat: EP9.0
3.Titan dioxyd: EP7.0 3.Titan dioxyd: EP9.0
4.Amidon de mai's (Tinh bt bip): USP  |4.Amidon de mai's (Tinh bt bip): USP
35 42
5.DST (Natri starch glycolat) (NSX 5.DST (Natri starch glycolat) (NSX
Ao FORRY Neane FORRY R i ) Roquette): USP 36 Roquette): USP 42
558 [Biragan 650 VD-24393-16 gf(;;l.igt);tf éot il;?/nt?g?rfh Co%;iS;%TE yD}[lg_yc 2357/ TDTN-N 07/05/2020 Cap HhﬁE tié}l chuan chﬁt luong 6..DST (N?.tl’i starch glycolat) (NSX Yung 6..DST (N?.tl’i starch glycolat) (NSX Yung
Dinh (Bidiphar) Binh Dinh (Bidiphar) duogc chat, ta duge (MiV-N6) Zip Chem}cal Ind Co., Ltd): USP 36 Zip Chem}cal Ind Co., Ltd): USP 40
7.Magnesi stearat: BP 2013 7.Magnesi stearat: BP 2018
8.PEG 4000: BP 2013 8.PEG 4000: BP 2018
9.PVP K30 (Povidone): USP 38 9.PVP K30 (Povidone): USP 41
10.Bot Talc: USP 36 10.Bot Talc: USP 41
11.HPMC (Hypromellose): USP 38 11.HPMC (Hypromellose): USP 41
12.Ethanol 96%: DBVN IV 12.Ethanol 96%: DBDVN V
13.Nudc tinh khiét: DDVN IV 13.Nudc tinh khiét: DBVN V
Cong ty ¢b phan dugc Ch;i nhanh Cﬁl}g ty P ek . . . . . .
559 Brown Bl:lrk VD-27107-17 oh im frung wong phan duj(}(.) pha@ Tru‘ng 5042/TDTN-N 20/11/2019 Thjiy do} tén co 8O san xuat dugc  |DSM Sinochem Pharmaceuticals (Zibo) Centrient Pharmaceuticals (Zibo) Co.,
Cephalexin 500mg uwong Vidipha tinh Binh chat (MiV-N3) Co., Ltd. Ltd.
VIDIPHA
Duong
Cong ty ) phén dugc Ch;i nhénh cf)rig Y b 2. A N A . . . . . .
560 Brown Bl.-lrk VD-27108-17 phim trung wong phan duj(_yu.: phal}’l Trl{ng 5042/ TDTN-N 20/11/2019 Thfty dO-l tén co so san xuat dugc  |DSM Sinochem Pharmaceuticals (Zibo) | Centrient Pharmaceuticals (Zibo) Co.,
Cephalexin 500mg uvong Vidipha tinh Binh chat (MiV-N3) Co., Ltd. Ltd.
VIDIPHA Duong

99




M tiép nhén hd

Ndi dung dé nghi thay ddi bd

A A A = I 2 = 3 2 2 A A A a A . ~ Py A Y . A A Re
STT Tén thuoc So dang ky Co s¢ diang ky Co s6 sdn xuat o Ngay tiép nhin sung/ Ma phin loai Thong tin da dwoc phé duyét Théng tin cap nhat thay doi
Cong ty cd phan dugc Ch‘i nhénh Cépg ty ¢ . ‘
. g } 2 . phan dugc pham trung : Thay doi tén co s¢ san xuat dugc  [DSM Sinochem Pharmaceuticals (Zibo) | Centrient Pharmaceuticals (Zibo) Co.,
561 |Cephalexin 500mg |VD-28115-17 I{}}g?;:zg uong wrong VIDIPHA Binh 5042/TPTN-N 20/11/2019 chét (MiV-N3) Co., Ltd. Lid.
Duong
Cong ty ¢b phan dugc Ch~i nhanh Cégg ty ¢ 2 <
. 2 : phan dugc pham trung Thay d6i tén co s¢ san xuat dugc  [DSM Sinochem Pharmaceuticals (Zibo) | Centrient Pharmaceuticals (Zibo) Co.,
562 [Cephalexin 500mg |VD-28116 -17 I\)/l};n;})tﬁl;;g uong wong VIDIPHA Binh 5042/TDTN-N 20/11/2019 chét (MiV-N3) Co. Ltd. Lid.
Duong
Cong ty cd phin duge Ch‘i nhanh Cégg ty ¢ 2. < . . . . . .
563 |Vialexin 500 VD-29882-18  |ph im trung wong phan dugc pham lr‘ung 5042/TDTN-N 20/11/2019 Thjiy dgl tén co 8O san xuat duge  |DSM Sinochem Pharmaceuticals (Zibo) | Centrient Pharmaceuticals (Zibo) Co.,
VIDIPHA uong VIDIPHA Binh chat (MiV-N3) Co., Ltd. Ltd.
Duong
Cong ty Cé phin Dugc - |Céng ty C6 phan Dugc - N JUR 2 i
564 [Vancomycin 500mg |VD-31300-18 Trang thiét bi y td Binh |  Trang thiétbiyté | 1147/TDTN-N 10/03/2020 S:-fp ;h?t‘em}?;?;z;‘a‘ leong 1 ygp40 USP42
Dinh (Bidiphar) Binh Dinh (Bidiphar) anth phiam (V1
Cong ty C6 phan Dugc - |Cong ty C6 phin Dugc - A e A z £
565 |Bifradin VD-29301-18 Trang thiét biy t& Binh |  Trang thibt bi y té 45/TDTN-N 15/01/2020 glzfr’ll‘;hfa“nf‘(‘g]‘{‘/a;g?at lwong | ygp 39 USP 42
binh (Bidiphar) Binh Pinh (Bidiphar) p B
Cong ty Cé phin Dugc - |Céng ty C6 phan Dugc - A Acria z £
566 |Calcilinat S0mg/5ml |VD-32118-19 Trang thiét bi y td Binh |  Trang thiétbiyté | 1153/ TDTN-N 10/03/2020 Sl‘-fp ;hiﬂrt‘e‘a\f{l“&;zi‘a‘ leong 1 gp 2016 BP 2019
Dinh (Bidiphar) Binh Dinh (Bidiphar) anth pham (V1
1.Fexofenadin hydroclorid: USP-NF2021
1.Fexofenadin hydroclorid: USP38 2.Microcrystalline cellulose: BP 2021
2.Microcrystalline cellulose: BP 2016 3.Natri starch glycolat (DST): USP-
3 Natri starch glycolat (DST): USP 39 NF2021
4.PEG 4000: BP 2016 4.PEG 4000: BP 2021
Cong ty C6 phan Dugc - |Cong ty C6 phin Dugc - A Ay A i £ 5.Kollidon CL (Crospovidon): USP40 5.Kollidon CL (Crospovidon): USP-
. v g, R £ Cap nhat tiéu chuan chat luong R
567 |Tocimat 180 VD-25350-16 Trang thiét bi y t¢ Binh Trang thiét bi y t& 4363/TDTN-N 28/07/2020 duoc chét. t duoc (MiV-N6) 6.PVP K30 (Povidone): USP39 NF2021
binh (Bidiphar) Binh Pinh (Bidiphar) : ’ : 7.Hypromellose (HPMC): USP38 6.PVP K30 (Povidone): USP-NF2021
8.Bot Talc: USP38 7.Hypromellose (HPMC): USP-NF2021
9.Era-tab: USP38 8.Bot Talc: USP-NF2021
10.Natri stearyl fumarat: USP40 9.Era-tab: USP-NF2021
11.Colloidal silicon dioxid: USP40 10.Natri stearyl fumarat: USP-NF2021
11.Colloidal silicon dioxid: USP-NF2021
1.Acetylcystein (Acetylcysteine): USP 36 |1.Acetylcystein (Acetylcysteine): USP 43
Cong ty b phén duoc Chi nhanh Céng ty cb 2.Lactose: DDVN IV 2.Lactose: DDVN V
. g 3 x . phan dugc phdm trung Cap nhat tiéu chun cht lugng 3.Aspartam: DDVN IV 3.Aspartam: DDVN V
568 |Acetyleystein 200mg | VD-29875-18 I\’/li?)ﬂllpllr;lig uong uvong VIDIPHA Binh 2748/TDTN 06/06/2022 dugc chit, ta dugc (MiV-N6) 4.Aerosil (Colloidal anhydrous silica): 4.Aerosil (Colloidal anhydrous silica): BP
Duong BP 2013 2020

5.Nude tinh khiét: DDVN IV

5.Nude tinh khiét: DDVN V
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1.Domperidon maleat: BP hi¢n hanh (BP
2022)
2.Cellulose vi tinh thé (Avicel 101): EP
1.Domperidon maleat: BP 2016 hién hanh (EP 10)
2.Cellulose vi tinh thé (Avicel 101): EP  [3.Lactose monohydrat: EP hién hanh (EP
9.0 10)
CONG TY CO PHAN |CONG TY CO PHAN Cén nhat tiéu chuén chit luong | 3-L2ctose monohydrat: EP 9.0 4.Tinh bot ngé: EP hién hanh (EP 10)
569 |RAGOZAX VD-23922-15 DUGC PHAM PAT VI [DUGC PHAM DAT VI 3133/TPTN 21/6/2022 dﬁ(gc cl;ét t duoc (MiV—Né) & 4.Tinh bt ngo: EP 9.0 5.Povidon: USP-NF hién hanh (USP-
PHU PHU ; ’ ; 5.Povidon: USP 40 NF2022)
6.Magnesi stearat: USP 40 6.Magnesi stearat: USP-NF hién hanh
7 Natri starch glycolat: USP 40 (USP-NF2022)
8.Silicon dioxyd: USP 40 7 Natri starch glycolat: USP-NF hién hanh
(USP-NF2022)
8.Silicon dioxyd: USP-NF hién hanh
(USP-NF2022)
Cong ty C6 phan Dugc - |Cong ty C6 phan Dugc - Cap nhat tiéu chuan
570 |Abicin 250 VD-30650-18 Trang thiét bi y té Binh Trang thiét bj y té 2583/TBTN 30/05/2022 dugc chit Amikacin sulfat EP 7.0 EP 10.0
binh (Bidiphar) Binh Pinh (Bidiphar) (Amikacin sulfate) (MiV-N6)
Chi nhanhCéng ty ¢ 1.Silicified microcrystalline cellulose: 1.Silicified microcrystalline cellulose:
Vién dai trang Cong ty ¢b phan duge  |phan dugc phim OPC Cap nhat tiéu chudn cht lugng ti |USP 41 USP 43
ST {nberco VD-26211-17 phdm OPC tai Binh Duong - Nha 3STHTN-N 05/0172021 dugc (MiV-N6) 2. Magnesi stearat: USP 41 2.Magnesi stearat: USP 43
may dugc phdm OPC 3.Nipasol M: BP 2018 3.Nipasol M: BP 2020
Cong ty & phén duoe Chi nhanh Céng ty c6 1.Acid ascorbic (Ascorbic acid): BP 2013 [1.Acid ascorbic (Ascorbic acid): BP 2020
L 2 ’ phin dugc phim trung Cép nhit tiéu chuén chit lupng  |2.Tinh bdt sin: DDVN IV 2.Tinh bét sén: DDVN V
372 | Vitamin C 500mg VD-25790-16 I\’,}};“;l:ﬁl/‘;g uong wong VIDIPHA Binh 2749/TDTN 06/0612022 | 1o chit, ta duoe (MiV-N6) 3.Bot talc: DDVN IV 3.Bot tale: DDVN V
Duong 4.Magnesi stearat: DDVN IV 4.Magnesi stearat: DDVN V
;g;m clorid (Sodium Chloride): BP 1.Natri clorid (Sodium Chloride): BP 2021
R s R s 2.Cali clorid.2H20 (Calcium Chloride | ~-C 21 clorid 2H20 (Calcium Chloride
Cong ty C6 phan Dugc -|Cong ty Co phan Dugc - Céip nhit tiu chuin chat lron Dihydrate): BP 2020 Dihydrate): BP 2021
573 |Kydheamo-3A VD-27261-17 Trang thiét bi y té Binh Trang thiét bj y té 3089/TBTN 21/6/2022 %P T . one Y [ . 3.Magnesi clorid.6H20 (Magnesium
’ I N ’ I dugc chat (MiV-N6) 3.Magnesi clorid.6H20 (Magnesium .
binh (Bidiphar) Binh Pinh (Bidiphar) > Chloride Hexahydrate): BP 2021
Chloride Hexahydrate): BP 2020 4.Acid acetic (Glacial Acetic Acid): BP
4.Acid acetic (Glacial Acetic Acid): BP . !
2021
2020
1. Tobramycin sulfat: USP 37 1. Tobramycin sulfat: USP 40
2.Dexamethason natri phosphat: USP 37 [2.Dexamethason natri phosphat: USP 40
Cong ty C6 phin Dugc - |Cong ty C6 phin Dugc - I P _ [3-HPMC (Hypromellose): USP38 3.HPMC (Hypromellose): USP41
574 |Tobidex VD-28242-17 Trang thiét bi y t5 Binh |  Trang thiét bj y té 296/TDTN-N 16/01/2020 dczsc“l“s;“f;;zgzrigi;xg;‘& 4Natri clorid: USP 38 4Natri clorid: USP 40
binh (Bidiphar) Binh Pinh (Bidiphar) : ’ : 5.Acid boric: BP2016 5.Acid boric: BP2018
6.Natri borat: BP2016 6.Natri borat: BP2018
7.Nipagin: BP2016 7.Nipagin: BP2018
2 a 2 1a 1. Paclitaxel USP 35 1. Paclitaxel USP 43
Cong ty Co phan Dugc - |Cong ty Co phan Dugc - N PO x £ . K i
575 |Canpaxel 300 QLDB-583-16 | Trang thiét biyté Binh | Trangthiétbiyté | 7625TDTN-N |  21/12/2020 | CoPnhatiéu chudn chatluong - \2.Cremophor ELP: USP33 2 Cremophor ELP: USP42
. o R f o dugc chat, ta duge (MiV-N6) 3.Acid citric khan: BP 2013 3.Acid citric khan: BP 2020
Dinh (Bidiphar) Binh Pinh (Bidiphar)

4 Ethanol tuyét d6i: DDVN IV

4 Ethanol tuyét d6i: DDVN V
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1. Paclitaxel (NSX Teva Czech Industries [1.Paclitaxel (NSX Teva Czech Industries
S.R.0): USP 40 S.R.0): USP 43
Cong ty Cé phin Dugc - |Céng ty C6 phan Dugc - Ciip nhat ticu chuin chét luone 2.Paclitaxel (NSX Phyton Biotech LLC): |[2.Paclitaxel (NSX Phyton Biotech LLC):
576 [Canpaxel 150 QLDB-582-16 Trang thiét bi y té Binh |  Trang thiét bi y t 7626/TDTN-N 21/12/2020 d&sc chit, ta duoc (MiV-N6) & |usp39 USP 42
Dinh (Bidiphar) Binh Pinh (Bidiphar) : ’ : 3.Cremophor ELP: USP 40 3.Cremophor ELP: USP 42
4.Acid citric khan: BP 2016 4.Acid citric khan: BP 2020
5.Ethanol tuyét d6i: BP 2016 5.Ethanol tuyét d6i: BP 2020
A FUITRY A FUITRY Cép nhit tidu chuén chit luong
577 g@ﬁ;FORMIN VD-34246-20 C}‘l’a“ni ‘Tyicl:’afcl?“ Duge C}i’a“ni ‘Tyicl:’afcl?“ Duoe | 401NN 04/09/2020  |duoc chét Metformin hydroclorid | BP 2014 BP phién ban hién hanh
I pl p p p (MiV-N6)
1. Amlodipine: DBVN IV 1. Amlodipine: DBVN V
2.Lactose: DDVN IV 2.Lactose: DDVN V
. Cong ty ¢b phan duge | Cong ty ¢d phan dugc Cap nhit tidu chudn chit lugng  |3.Tinh bt mi: DDVN IV 3.Tinh bot mi: DDVN V
578 Tipharmlor VD-22514-15 pham Tipharco pham Tipharco 7691/TBTN 23/12/2020 duoc chét, ta duge (MiV-N6) 4.Sodium starch glycolate: USP 30 4.Sodium starch glycolate: USP 43
5. Bot Tale: DBVN IV 5. Bot Tale: DBVN V
6. Nudc tinh khiét: DDVN IV 6. Nudc tinh khiét: DDVN V
1. Thiamin mononitrat: DDVN IV 1. Thiamin mononitrat: DDVN V
2. Pyridoxin hydroclorid: DBDVN IV 2. Pyridoxin hydroclorid: DDVN V
Cong ty C6 phin Duge |Cong ty C6 phan Dugc Cép nhit tiéu chuén chit luong 3. Cyanocobalamin: DDVN IV 3. Cyanocobalamin: DDVN V
379 |TIPHANEURON VD-21897-14 phém Tipharco phim Tipharco 7056/TDTN 2471172020 duoc chét, ta duge (MiV-N6) 4. Microcrystalline cellulose: BP 2005 4. Microcrystalline cellulose: BP 2019
5. Magnesi stearat: DDVN IV 5. Magnesi stearat: DDVN V
6. Colloidal anhydrous silica: BP 2005 6. Colloidal anhydrous silica: BP 2019
o Cong ty C6 phan Duoc -|Cong ty €6 phan Dugc - Cap nhit tiéu chudn
580 |(Bicefzidim 2g VD-21983-14 Trang thiét bi y t¢ Binh Trang thiét bi y t& 5034/TDTN 12/09/2022 chét Irong thanh phim (MiV-N6) USP 42 USP-NF2022
Dinh (Bidiphar) | Binh Binh (Bidiphar) ong tam p :
Cong ty C6 phan Dugc - |Cong ty C6 phin Dugc - Cap nhit tiéu chudn chét lugng
581 (Bifumax 750 VD-24934-16 Trang thiét bi y té Binh Trang thiét bi y té 4759/TDTN 30/08/2022 thanh phém lo bot pha tiém (MiV- | USP42 USP-NF2022
binh (Bidiphar) Binh Pinh (Bidiphar) N6)
i Cong ty C6 phan Dugc - |Cong ty C6 phan Dugc - PPN P
582 Ilf"Sfam'd Bidiphar | 5570918 Trang thiét biy t& Binh |  Trang thibt bi y té 4665/TDTN 26/08/2022 E}Zﬂ;’hg‘;“(ﬁ‘;’;‘?\%ﬁt lwong | ysp 42 USP-NF2022
& Pinh (Bidiphar) Binh Pinh (Bidiphar) p -
Cong ty C6 phan Dugc - |Cong ty C6 phan Dugc - A e A z £
583 |Metronidazol 250mg |VD-28239-17 Trang thiét biy t& Binh |  Trang thibt bi y té 4663/TDTN 26/08/2022 gﬁlﬁhfz‘lﬂnﬁuﬁygxt lwong | yspyy USP-NF2022
binh (Bidiphar) Binh Pinh (Bidiphar) p B
Cong ty C6 phan Dugc - |Cong ty C6 phan Dugc - A e A z £
584 |Soli-medon 40 VD-23146-15 Trang thiét biy t& Binh |  Trang thibt bi y té 4754/TDTN 30/08/2022 g}z&;’hf;‘nf“(ﬁ‘i‘g“;%at lwong 1 5gp 4o USP-NF2022
binh (Bidiphar) Binh Pinh (Bidiphar) p B
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STT Tén thude S6 ding ky Co sé diing ky Co sé san xuit o Ngay tiép nhin sung/ Ma phan loai Théng tin d dwgc phé duyét Théng tin cip nhit thay dbi
1. Valganciclovir (dudi dang 1. Valganciclovir (dudi dang
Valganciclovir Hydroclorid): USP40 Valganciclovir Hydroclorid): USP2021
2. Povidone K-30 (Povidone): USP40 2. Povidone K-30 (Povidone): USP2021
3. Crospovidon: USP40 3. Crospovidon: USP2021
4. Cellulose vi tinh thé PH 101 4. Cellulose vi tinh thé PH 101

. 2 . PO . e n 2 L (Microcrystalline cellulose): USP40 (Microcrystalline cellulose): USP2021
55 | ccacyte VD3-80-20 g:‘;gnc“ phén Duge gzlr:i tyeophanduge | 3154 Ty 04/07/2022 dcssc“l’s;l“f:;i‘;:‘zgﬁi;gg;‘g 5.Acid stearic: USP 40 5.Acid stearic: USP2021
: : ? : 6. HPMC E6 (Hypromellose): USP40 6. HPMC E6 (Hypromellose): USP2021
7. HPMC E15 (Hypromellose): USP40  [7. HPMC E15 (Hypromellose): USP2021
8. PEG 6000 (Polyethylene glycol): USP |8. PEG 6000 (Polyethylene glycol):
40 USP2021
9. Talc: USP 40 9. Talc: USP2021
10. Titan dioxid: USP 40 10. Titan dioxid: USP2021
1. Thanh phdm: DBVN IV 1. Thanh phdm: DDVN V
2. Ciprofloxacin hydrochloride: USP 34 |2. Ciprofloxacin hydrochloride: USP 42
3. Maize starch (Tinh bt ngd): DDVN IV|3. Maize starch (Tinh bt ngd): DDVN V
4. Povidone K30 (PVP K30): DDVN IV |4. Povidone K30 (PVP K30): DDVN V
5. Sodium starch glycolate (DST): USP  |5. Sodium starch glycolate (DST): USP 43-
34-NF29 NF38
6. Talc (Bot Talc): DDVN IV 6. Talc (Bot Talc): DDVN V
7. Magnesium stearate (Magnesi stearat): [7. Magnesium stearate (Magnesi stearat):
Cong ty ¢b phan dugc Ch;i nhinh Cé?g y e Cap nhat tiéu chun chit lugng DBVNIV . DDVNV .
586 |Ciprofloxacin 500mg| VD-25785-16  |pham trung wong phan dugc pham lr‘ung 109/ TDTN-N 13/01/2021 thanh pham, duoc chat, ta dugc 8. Pregelatinized starch (Starch 1500): 8. Pregelatinized starch (Starch 1500):
VIDIPHA uong VIDIPHA Binh (MiV-N6) USP 34—_NF29 y . USP 43—_NF38 3 .
Duong 9. Colloidal anhydrous silica (Aerosil):  [9. Colloidal anhydrous silica (Aerosil): BP

BP 2013

10. Hypromellose (HPMC): USP 34

11. Titanium dioxyde (Titan dioxyd):
DBVN IV

12. Ethanol 96% (Con 96%): DDVN IV
13. Castor oil (du thiu dau): BP 2013
14. Purified water (Nuc tinh khiét):
DBVN IV

2019

10. Hypromellose (HPMC): USP 43
11. Titanium dioxyde (Titan dioxyd):
DBVNV

12. Ethanol 96% (Cdn 96%): DDVN V
13. Castor oil (d4u thdu dau): BP 2019
14. Purified water (Nuc tinh khiét):
DBVN V
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