BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déoc 1ap — Ty do — Hanh phiic
$6: 47 18/QLD-PK  Ha N5i, ngay 29 thdng 4 9 ndm 2017
V/v dinh chinh quyét dinh cip '
SPK
Kinh giri:

- S&Y té cAc tinh, thanh phé trye thuge Trung wong;
- Céc cong ty dang ky c6 thude duogc dinh chinh.

Cuc Quan ly Dugc théng bao diéu chinh mot sb ndi dung trong céc Quyét
dinh cap sO dang ky Iuu hanh nhu sau:

) Quyet dinh sb 39/QD QLD ngay 10/02/2011 cua Cuc trudng Cuc Quaén ly
Dugc vé viée cong bd 414 tén thudc san xuét trong nuée duoc phép luu hanh tai
Viét Nam- Dot 125:

Thubc Aslem, sb dang ky: VD-13920-11 do Cong ty ) phan duoc pham
Vinh Phic ding ky, trong quyét dinh c6 ghi Hoat chét chinh-ham luong 1a
“Glycyl funtunin hydroclorid” nay diéu chinh thanh “Glycyl funtumin
hydroclorld 0 Smg/ml”
z Quyet dinh sb 382/QD QLD ngay 04/ 10/2011 cua Cuc trudéng Cuc Quan ly
Dugc vé viée cong bb 33 tén thube san xuét trong nudc duge phép luu hanh tai
Viét Nam:

Thube Vinphazin, sé ding ky: VD-15670-11 do Céng ty Cé phin Dugc
phim Vinh Phtc dang ky, trong quyét dinh ¢ ghi Hoat chét chinh-ham luong 13
“Metronidazol 250mg, Spiramycin 750 000 UI” nay diéu chinh thanh
“Metronidazol 125mg, Spiramycin 750 000 UI”.

3. Quyét dinh sb 157/QP-QLD ngay 19/06/2013 cta Cuc trudng Cuc Quéan Iy
Dugc vé viéc ban hanh danh muc 353 thudc san xuét trong nudc dugce cép sb
dang ky luu hanh tai Viét Nam - Dot 140:

3.1.Thuéc Becoridone, s6 dang ky: VD-19148-13 do Céng ty CPDP Bén

Tre ding ky, trong quyét dinh c6 ghi Hoat chit chinh-ham luong la
“Domperidon maleat 38,1 mg” nay diéu chinh thanh “Domperidon maleat 38,1
mg tuong duong Domperidon 30mg”

3.2.Thudc Doalgis, sb dang ky VD-18953-13 do Cong ty ¢6 phan duoc
phém Ha Tay ding ky, trong quyét dinh c6 ghi Hoat chét chinh-ham luong la
“Bethamethason 0,25 mg; Dexchlorpheniramin maleat 2 mg” nay diéu chinh
thanh “Betamethason 0,25 mg; Dexclorpheniramin maleat 2 mg”.
4, Quyét dinh s6 68/QP-QLD ngay 01/04/2013 cua Cuc truéng Cuc Quén ly

Dugc ve v1ec ban hanh danh muc 23 thudc tir duge liéu san xudt trong nudc

duoc cép sb dang ky luu hanh tai Viét Nam - Dot 139:

Thudc Phong thdp Khai Ha, s ding ky: V265-H12-13 do Céng ty cb phin

TM duge VTYT Khai Ha ding ky, trong quyét dinh ¢ ghi Hoat chét chinh la
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“Pdc hoat ; Phong phong; Tang Ky sinh; Té tan; Tan Giao; Nguu tat; D6 trong;
Qué chi; Xuyén Khung; Sinh dia; Bach thuoc; Duong quy; déng sadm; phuc linh;
Cam thao; Acid Benzoic” va khong ghi ham lugng; nay bd sung ham lugng hoat
chit va didu chinh thanh “MJi lo 30g chira: Pdc hoat 2,4g; Phong phong 1,8g;
Tang ky sinh 3g; Té tan 1,2g; Tan Giao 1,2g; Nguu tAt 1,8g; Db trong 1,3g; Qué
chi 1,2g; Xuyén Khung 0,9g; Sinh dia 1,8g; Bach thuoc 1,8g; Puong quy 1,2g;
Déang sam 1,8g; phuc linh 1,8g; Cam thao 0,9g. '
5. Quyét dinh sb 437/QP-QLD ngay 12/08/2014 ciia Cyc truéng Cyc Quan 1y
Duoc vé viéc ban hanh danh muc 412 thudc san xuét trong nude duoc cép sb
dang ky luu hanh tai Viét Nam - Dot 146:

Thude Usarichcatrol, sé ding ky: VD-21192-14 do Chi nhénh Cong ty cb
phéan dugc pham Phong Phu- Nha mdy san xut dugc phém Usarichpharm déng
ky, trong quyét dinh c6 ghi Hoat chét chinh-ham luong 13 “Calcitrol 0,25meg”
nay diéu chinh thanh “Calcitriol 0,25meg”.

6. Quydt dinh sb 514/QP-QLD ngay 09/09/2015 ctia Cyc truéng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 720 thubc san xuét trong nudc dugc cép sb
dang ky luu hanh tai Viét Nam - Dot 151:

Thubc Binh Vi - BVP, s dang ky: VD-22716-15 do Cong ty Co phén
BV Pharma déng ky, trong quyét dinh cé ghi Dang bao ché 12 “Thubc com” nay
didu chinh thanh “Cém tan”.
7. Quyét dinh sé 662/QD-QLD ngay 17/12/2015 clia Cyc truéng Cuc Quan ly
Duoc vé viéc ban hanh danh muc 626 thudc san xuét trong nudc dugc cép sb
dang ky luu hanh tai Viét Nam - Dot 152: pt

Thudc Cholina, sé dang ky: VD-24021-15 do Céng ty TNHH Phil Inter
Pharma déng ky, trong quyét dinh khong c6 thong tin vé nha san xuét nhugng
quyén; nay bd sung thong tin v& nha san xuit nhuong quyén 13 “Daewon Pharm.
Co., Ltd; Pia chi: 903-1, Sangshin-ri, Hyangnam-myun, Hwaseong-kun,
Kyunggi-do, Korea”.

8. Quyét dinh sé 97/QD-QLD ngay 23/03/2016 ciia Cuc truéng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 605 thudc sén xudt trong nudc dugce cé‘ip sd
dang ky luu hanh tai Viét Nam - Dot 153:

8.1. Thubc Franrogyl, sé ding ky: VD-24493-16 do Céng ty lién doanh
dugc pham Eloge France Viét Nam dang ky, trong quyét dinh cé ghi Tudi tho
ctia thudc 12 “24 thang” nay diéu chinh thanh “36 thang”.

8.2.Thubc Théng phong (Gout) nhét nhét, sb dang ky: VD-24533-16 do
Céng ty TNHH Duoc phim Nhét Nhét dang ky, trong quyét dinh cé ghi Hoat
chit chinh-ham luong 12 “Cao khd dugc lidu (tuong duong véi: Tan giao
100mg; Khuong hoat 900mg; Phong phong 750mg; Thién ma 900mg; Pdc hoat
900mg; Xuyén khung 500mg) 495mg” nay didu chinh thanh “Cao khé dugc li¢u
(twong duong voi: Tan giao 1000mg; Khuong hoat 900mg; Phong phong
750mg; Thién ma 900mg; Ddc hoat 900mg; Xuyén khung 500mg) 495mg;”.



9. Quyét dinh sé 297/QP-QLD ngay 15/07/2016 ctia Cuc truéng Cuc Quan ly
Dugc vé viée ban hanh danh muc 404 thudc sin xuét trong nude dugc cip sb
dang ky luu hanh tai Viét Nam - Dot 154:

Thubc Siro B6 ty P/H, sb ding ky: VD-24999-16 do Cong ty TNHH Déng
duoc Phiic Hung ding kY, trong quyét dinh c6 ghi Hoat chét chinh-ham luwong 12
“M&i 100ml siro chira cao 1ong dugc ligu chiét tir: dang sim 15g; Bach linh 10g;
Bach truat 15g; Cét canh 12g; Mach nha 10g; Cam théo 6g; Long nhan 6g; Tran
bi 4g; Lién nhuc 4g; Sa nhan 4g; Sir quén tir 4g; Béan ha 4g” nay diéu chinh
thanh “M&i 100ml siro chira cao léng duoc liéu chiét tir: dang sdm 15g; Bach
linh 10g; Bach trudt 15g; Cét cdnh 12g; Mach nha 10g; Cam thdo 6g; Long nhin
6g; Tran bi 4g; Lién nhuc 4g; Sanhan 4g; Str quan tir 4g; Ban ha 4g”.

10.  Quyét dinh sé 424/QDP-QLD ngay 05/09/2016 ctia Cuc truéng Cuc Quén
ly Dugc Duoc v& viée ban hanh danh muyc 452 thudc san xuét trong nudc dugc
cp s6 dang ky luu hanh tai Viét Nam - Dot 155:

10.1. Thubc Hakanta, sb ding ky: VD-25252-16; Kenmag, sb ding ky:
VD-25253-16 do Céng ty c¢b phin dugc phdm Phuong Péng ding ky, trong
quyét dinh c6 ghi Tén nha san xuét 1a “Céng ty cd phan Dugc phdm Phuong
Dong” nay diéu chinh thanh “Céng ty cb phan Duoc pham Phuong Péng - Chi
Nhénh 1.

10.2. Thudc Agi-cotrim F, s§ ding ky: VD-25116-16 do Cong ty c¢b phén
dugc pham Agimexpharm dang ky, trong quyét dinh c6 ghi Tudi tho la “24
thing” nay didu chinh thanh “36 thang”.

3l Quyet dinh s 547/QD-QLD ngay 15/11/2016 cua Cuc truéng Cuc Quan
Dugcvé viée ban hanh danh muc 469 thuéc san xudt trong nude dugc cip sb
dang ky luu hanh tai Viét Nam - Pot 156:

11.1. Thuéc Cefepime lg, sb ding ky: VD-26013-16; Cefepime 2g, s6
dang ky: VD-26014-16 do Cong ty TNHH Reliv pharma ding ky, Trong Quyét
dinh khéng ghi tén va dia chi co s& san xuét nhuong quyén, nay bd sung tén va
dia chi co s& san xuét nhuong quyén la "Samrudh Pharmaceuticals Pvt., Ltd. Pia
chi: Plot No. J-174, J-168, J-168/1, MIDC, Tarapur, Boisar, Thane 401506,
Maharashtra State, India".

11.2. Thudc Eumoxin 250, sé ding ky: VD-25676-16 do Céng ty cb -
phan Duoc pham Euvipharm - Thanh vién tdp doan Valeant ding ky, trong
quyét dinh c6 ghi Dang bao ché 1a “Bét pha udng” nay didu chinh thanh “Cém
pha hén dich uéng”.

11.3. Thudc Thiarozol, s6 ding ky: VD-25850-16 do Céng ty c¢b phén
dugc TW Mediplantex déng ky, trong quyét dinh c6 ghi Hoat chét chinh-ham
luong 12 “Thiarozol Smg” nay diéu chinh thanh “Thiamazol 5mg”.



12. Quyét dinh s6 41/QP-QLD ngay 06/02/2017 cia Cuc trudng Cuc Quan ly
Duoc vé viéc ban hanh danh muc 598 thudc san xuét trong nudc dugce cép s6
ddng ky [uu hanh tai Viét Nam - Pot 157:

12.1. Thubc Diép ha chau - BVP, sb ding ky: VD-26055-17 do Céng ty Co
phan BV Pharma ding ky, trong quyét dinh cé ghi Quy céch déng géi 1a “Chai
100 vién; Hop 10 vi x 10 vién nang” nay diéu chinh thanh “Hop 10 vi x 10 vién
(vi nh6m-PVC), Hop 5 vi x 10 vién (vi nhom - nhom), Chai 100 vién (chai nhya
HDPE hoéc chai thuy tinh mau nau)”.

12.2. Thubc Vinsalmol, sé ding ky: VD-26324-17 do Céng ty cd phén
dugc phdm Vinh Phiic ding ky, trong quyét dinh c6 ghi Quy cach déng géi la
“Hop 1 vix 5 6ng x 1ml; hop 5 vi x 10 dng x 1ml” nay diéu chinh thanh “Hép 1
vix 5 6ng x 1ml; hop S vix 10 6ng x 1ml; hop 2 vi x 10 bng x 1ml”.

12.3. Thubc Dobutamin-BFS, sé ding ky: VD-26125-17 do Céng ty cb
phan Dugc phdm CPC1 Ha Néi ding ky, trong quyét dinh c¢6 ghi Dang bio ché
l1a “Dung dich tiém” nay diéu chinh thanh “Dung dich dam dac dé tiém truyén
tinh mach”.
13.Quyét dinh sb 229/QLD-PK ngay 22/06/2017 ctia Cuc truéng Cuc Quén ly
Duoc vé viéc ban hanh danh muc 1016 thubc san xuét trong nudc dugc cép )
dang ky luu hanh tai Viét Nam - Dot 158:

13.1. Thubc Lipidan, sé ding ky: VD-26662-17 do Cong ty C phan BV
Pharma ding ky, trong quyét dinh c6 ghi Hoat chit chinh-ham lwong la “M3di
vién chia 450mg Cao khé dugc liéu tuong duong: Ban ha nam 440mg; Bach
linh 890mg; Xa tién tir 440mg; Ngii gia bi 440mg; Sinh khuwong 110mg; Tran bi
440mg; Rut 560mg; Son tra 440mg; Hau phic nam 330mg” nay diéu chinh
thanh “MJbi vién chita 450mg Cao kho dugc lidu tuong duong: Ban ha nam
440mg; Bach linh 890mg; Xa tién tir 440mg; Ngil gia bi chan chim 440mg; Sinh
khuong 110mg; Tran bi chan chim 440mg; Rut 560mg; Son tra 440mg; Hau
phac nam 330mg”.

13.2. Thubc Amo-Pharusa 500, s ding ky: VD-26806-17 do Cong ty cb
phan dugc pham Ha Tay diang ky, trong quyét dinh cé ghi Hoat chét chinh-ham
lugng la “Amoxicilin (dudi dang Amoxcilin trihydrat) 500 mg; Bromhexin
hydroclorid 8 mg” nay diéu chinh thanh “Amoxicilin (duéi dang Amoxicilin
trthydrat) 500 mg; Bromhexin hydroclorid 8 mg”.

13.3. Thubc Andoroxic 300, s6 ding ky: VD-26807-17 do Cong ty cb
phan dugc phdm Ha Tay ding ky, trong quyét dinh c6 ghi Tén thubc la
“Androxic 300” nay diéu chinh thanh “Andoroxic 300”.

13.4. Thudc Brodicef 250, s6 dang ky: VD-26812-17 do Céng ty ¢ phin
dugc phdm Ha Tay ding ky, trong quyét dinh c6 ghi Hoat chat chinh-ham lugng
1a “Cefprozil (dudi dang Ceprozil monohydrat) 250 mg” nay diéu chinh thanh
“Cefprozil (dudi dang Cefprozil monohydrat) 250 mg”.

13.5. Thubc Théng huyét tiéu né DHD, sé ding ky: VD-27246-17 do

Coéng ty cb phan duoc vat tu y t& Hai Duong ding ky, trong quyét dinh cé ghi
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Tén thude 14 “Thong huyét tiéu né DHD” nay diéu chinh thanh “Théng huyét
tiéu né DHD”.

13.6. Thubc Vitamin B1, sb ding ky: VD-27248-17 do Céng ty c6 phan
duoc vt tu y té Hai Duong dang ky, trong quyét dinh c6 ghi Quy cach dong goi
14 “Hop 20 dng, hdp 50 dng x 2ml” nay didu chinh thanh “Hop 20 éng, hop 50
6ng, hop 100 éng x 2ml”.

13.7. Thudc Hoat huyét dudng ndo, sé dang ky: VD-27269-17 do Céng
ty c¢6 phan dugc-vét tu y t& Thanh Hoa ding ky, trong quyét dinh cé ghi Hoat
chat chinh-ham luong 1a “Cao dic ré Dinh ling (twong duong véi 100 mg ré
Dinh lang) 100mg; Cao khé bach qua (twong Ung vdi 2,15 mg Flavonoid toan
phén) 10mg” nay diéu chinh thanh “Cao dic Dinh ling (tuong dwong véi 1000
mg ré Dinh ling) 100mg; Cao khé bach qua (twong tmg véi khong dudi 2,15 mg
Flavonoid toan phan) 10mg”.

13.8. Thudc Hoat huyét dudng néo, s6 ddng ky: VD-27251-17 do Céng
ty ¢6 phan dugc VTYT Quang Ninh ding k¥, trong quyét dinh cé ghi Hoat chét
chinh-ham lugng 1a “Cao dic ré dinh ling 10:1 (tuong dwong 1500mg ré dinh
lang) 150mg; Cao kho 14 bach qua (ham lugng ginkgo flavonoid toan phén
4,8mg) 20mg” nay diéu chinh thanh “Cao dic ré dinh ling 10:1 (tuong duong
1500mg ré dinh lang) 150mg; Cao khé 14 bach qua (ham luong ginkgo flavonoid
toan phan > 4,3mg) 20mg”.

13.9. Thudc Snowclear, sé ding ky: VD-27433-17 do Céng ty TNHH
dugc phdm 1A Viét Nam ding ky, trong quyét dinh c6 ghi Dang bao ché la
“Hdn dich gbi dau” nay diéu chinh thanh “Lotion gbi dau”.

13.10.Thudc A.T ich miu diéu kinh, s ding ky: VD-26745-17 do Cong
ty C6 phan Dugc phim An Thién ding ky, trong quyét dinh ¢ ghi Quy cach
déng géi 1a “Hop 20 éng x 8ml, 30 éng x 8ml, 50 éng x 8ml” nay diéu chinh
thanh “Hop 20 6ng x 8ml, 30 éng x 8ml, 50 dng x 8ml. Hop 1 chai 120 ml”.

13.11.Thubc A.T Perindopril 5, sé ding ky: VD-26747-17 do Cong ty C
phin Dugc phiam An Thién ding ky, trong quyét dinh c6 ghi Quy cich déng géi
la “Hop 2 vi x 10 vién, 3 vi x 10 vién, 5 vi x 10 vién, 10 vi x 10 vién, chai 30
vién, chai 60 vién, chai 100 vién” nay diéu chinh thanh “Hop 2 vix 10 vién, 3 vi
x 10 vién, 5 vi x 10 vién, 10 vi x 10 vién. Hop 1 chai 30 vién, hop 1 chai 60
vién, hop 1 chai 100 vién”.

13.12.Thubc Antigmin, sb dang ky: VD-26748-17 do Céng ty Cb phan
Dugc phdm An Thién dang ky, trong quyét dinh c¢6 ghi Hoat chit chinh-ham
lwong 13 “Mdi éng 1ml chira: Neostigmin methylsulfat 0,5mg” nay didu chinh
thanh “M®i 6ng 1ml chtta: Neostigmin methylsulfat 2,5mg”.

13.13.Thudc Paracetamol A.T inj, s6 ding ky: VD-26757-17 do Céng ty
Cb phan Dugc phdm An Thién dang ky, trong quyét dinh cé ghi Dang bao ché
1a “Dung dich tiém truyén tinh mach” nay didu chinh thanh “Dung dich tiém”’.

13.14.Thuéc Bé phé Nam Ha chi khai 16, sé dang ky: VD-26913-17 do
Céng ty cb phan duoc phdm Nam Ha ding ky, trong quyét dinh c6 ghi Tén
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thuc 12 “Bb phé Nam Ha chi khai 16”, hoat chét chinh-ham lugng 13 “Mdi lo
100 ml siro chira 49,2 ml cao léng dugc liéu tuong duong: Bach linh 0,72 g;
Cat canh 1,366 g; Ty ba diép 2,6 g; Tang bach bi 1,5 g; Ma hoang 0,525 g;
Thién moén déng 0,966 g; Bac ha diép 1,333 g; Ban ha 1,5 g; Bach b 5,0 g; Mo
mubi 1,125 g; Cam théo 0,473 g; Phén chua 0,166 g; Tinh dau bac ha 0,08 g” va
dia chi nha san xuét 14 “415- Han Thuyén - Nam Dinh”; nay diéu chinh tén
thubc thanh “Bé phé Nam Ha chi khai 16 KD”, hoat chét chinh-ham lugng thanh
“M®di lo 100 ml siro chira 49,2 ml cao long duge liéu (tuong duong dugc liéu:
Bach linh 0,72 g; Cat canh 1,366 g; Ty ba diép 2,6 g; Tang bach bi 1,5 g; Ma
hoang 0,525 g; Thién mén déng 0,966 g; Bac ha diép 1,333 g; Ban ha 1,5 g;
Béch bd 5,0 g; Mo mubi 1,125 g; Cam thao 0,473 g; Phén chua 0,166 g); Tinh
dAu bac ha 0,08 g” va Dia chi nha san xuat thanh “L6 H10, KCN Hoa X4, TP.
Nam Pinh, tinh Nam DPinh”.

13.15.Thudc CAu Tich, sb ding ky: VD-27122-17 do Céng ty c¢b phan
duge pham Truong Tho ding ky, trong quyét dinh c¢6 ghi Tén thudc 1a “Cau
tich” nay diéu chinh thanh “Cau tich ché”.

13.16.Thudc Cét Cin, sé dang ky: VD-27121-17 do Céng ty c6 phan
duoc pham Trudong Tho ding ky, trong quyét dinh c6 ghi Tén thude 1a “Céat can”
nay diéu chinh thanh “Cét cin ché”.

13.17.Thuéc Tiéu ddc, sb dang ky: VD-27166-17 do Cong ty cb phan
Dugc phim Yén Béi ding ky, trong quyét dinh c6 ghi Hoat chét chinh-ham
lugng 14 “Mbi vién chira 220 mg cao kho hén hop dugc liéu trong duong: Kim
ngén hoa 0,25 g; Bb cong anh 0,25 g; Bach linh 0,24 g; Hoang lién 0,24 g; Ha
kho thao 0,24 g; Ké diu ngua 0,24 g; Lién kiéu 0,24 g” nay diéu chinh thanh
“MObi vién chtra 220 mg cao kh6 hdn hop duoc liéu (twong duong dugce liéu:
Kim ngén hoa 0,25 g; B cong anh 0,25 g; Bach linh 0,24 g; Hoang lién 0,24 g;
Ha khé thao 0,24 g; K¢é ddu ngua 0,24 g); Lién kiéu 0,24 g”.

13.18. Thudc Glucosamin sulfat 250, sb ding ky: VD-27127-17 do Céng
ty ¢b phin duoc phim Truong Tho ding ky, trong quyét dinh c6 ghi Tén thube
14 “Glucosamin sulfat 250mg” nay diéu chinh thanh “Glucosamin sulfat 250”.

13.19. Thudc Themogene, sé ding ky: VD-26642-17 do Chi nh4nh cong
ty c6 phan Armephaco- Xi nghiép dugc phdm 150 dang ky, trong quyét dinh cé
chi Hoat chét chinh-ham lugng 12 “Alimemazin (duéi dang Alimemazin tartrat)
5 mg” nay diéu chinh thanh “Alimemazin tartrat 5 mg”.

13.20. Thuéc Sa sdm phién, sé dang ky: VD-27201-17 do Céng ty cb phan

dugc TW Mediplantex dang ky, trong quyét dinh c6 ghi Hoat chét chinh 13 “Sa
sam phién” nay diéu chinh thanh “Sa sam”.
14. Quyét dinh s 401/QD-QLD ngay 19/09/2017 ctia Cuc truéng Cuc Quan Iy
Duoc vé viéc ban hanh danh muc 13 thudc san xudt trong nudc (thuéc diéu tri
ung thu ding ky 14n diu-sb ding ky hiéu luc 2 ndm) duge clp s dang ky luu
hanh tai Viét Nam - Pot 159:



14.1. Thubc Doxorubicin Bidiphar 10, sé dang ky: QLDB-635-17 do Cong
ty ¢ phan Dugc-TTBYT Binh Dinh (Bidiphar) ding ky, trong quyét dinh c6 ghi
Tén thudc 14 “Doxurubicin bidiphar 10” va Hoat chét chinh-ham lugng 1a “M&éi
lo 5ml chira: Doxorubicin 10mg”; nay didu chinh tén thude thanh “Doxorubicin
Bidiphar 10” va hoat chinh chinh-ham luong thanh “Mdi lo 5ml chua:
Doxorubicin hydroclorid 10mg”.

14.2. Thubc DN-CAPE 500, sé ding ky: QLPB-632-17 do Céng ty cb
phan Duoc Pai Nam Ha Noi ding ky, trong quyét dinh ¢é ghi Tén cong ty ding
ky 13 “Céng ty c6 phin Dugc Pai Nam” nay diéu chinh thanh “Céng ty ¢ phan
Dugc Pai Nam Ha Noi”.

15. Quyét dinh sé 405/QD-QLD ngay 19/09/2017 cia Cuc truéng Cuc Quén ly
Dugc vé viéc ban hanh danh muc 08 thudc san xuét gia cong trong nude duge
cap sb dang ky luu hanh tai Viét Nam - Dot 159:

Thubc Hurmat 25mg, s6 dang ky: GC-283-17 do Cong ty Medochemie Ltd

(bia chi: 1-10 Constantinoupoleos street, 3011 Limassol , Cong hoa Sip) dat gla
cong va Cong ty TNHH Medochemie (Vién Bong) nhén gia cong, trong quyet
dinh ¢6 ghi Tén thudc 1a “Hurmat 25ng” nay diéu chinh thanh “Hurmat 25mg”.

16. Quyet dinh sé 406/QP-QLD ngay 19/09/2017 cua Cuc truéng Cuc Quan
Dugc vé viéc ban hanh danh muc 992 thudc san xuat trong nude duge cép sb
dang ky luu hanh tai Viét Nam - Dot 159:

16.1. Thube Zinc 15, sb dang ky: VD-28431-17 do Cong ty Lién doanh
Meyer - BPC ding ky, trong quyét dinh c6 ghi Tén thudc 14 “Zinc 15” nay didu
chinh thanh “Zinc”.

16.2. Thuéc Mefenamic 500mg, sb dang ky: VD-28419-17 do Cong ty
Lién doanh Meyer - BPC dang ky, trong quyét dinh c6 ghi quy cach déng goi la
“Hop 10 vi x 10 vién” nay diéu chinh thanh “Hop 10 vi x 10 vién, hop 1 chai
100 vién”

16. 3 Thubc Bephardin, so dang ky: VD-28414-17 do Cong ty Lién doanh
Meyer - BPC ding ky, trong quyét dinh c6 ghl dang bao ché 13 “Vién nén bao
phim” nay dleu chinh thanh “Vién nang cimg”.

16.4. Thudc Phong thdp Khai Ha, sé ding ky: VD-28359-17 do Céng ty co
phin TM duoc VTYT Khai Ha ding ky, trong quyét dinh ¢ ghi Hoat chét
chinh-ham luong 1a “M3i lo 30g hoan cimg chira céc chit chiét tir cac dugc liéu
sau: Ddc hoat 2,4g; Phong phong 1,8g; Tang ky sinh 3g; Té tan 1,2g; Tén giao
1,2g; Nguu tht 1,8g; P4 trong 1,8g; Qué chi 1,2g; Xuyén khung 0,9¢g; Sinh dia
1,8g; Bach thuogc 1,8g; Bu’dng quy 1,2g; Pang sdm 1,8g; Bach linh 1,8g; Cam
thao 0,9¢” nay diéu chinh thanh “M5bi lo 30g hoan cimg chira cac bdt dugc ligu
sau: Ddc hoat 2,4g; Phong phong 1,8g; Tang ky sinh 3g; Té tan % Téan giao
1,2g; Nguu tit 1,8g; D3 trong 1,8g; Qué chi 1,2g; Xuyén khung 0,9g; Sinh dia
1,8g; Bach thugc 1,8g; Puong quy 1,2g; Pang sam 1,8g; Bach linh 1,8g; Cam
thao 0,9g”.



16.5. Thubc Thép toan dai bd, s§ ding ky: VD-28360-17 do Céng ty cb
phin TM dugc VTYT Khai Ha dang ky, trong quyét dinh c6 ghi Hoat chét
chinh-ham luong 12 “Mdi vién chira 523,2 mg cao khd chiét tir cac duoc lidu kho
sau: Pang sdm 720mg; Bach trudt 480mg; Phuc linh 384mg; Cam thao 384mg;
Puong quy 480mg; Xuyén khung 384mg; Bach thuoc 384mg; Thuc dia 720mg;
Hoang ky 720mg; Qué nhuc 480mg” nay diéu chinh thanh “Mdi vién chira
480,0 mg cao kho chiét tir cac dugc lidu kho sau: Pang sdm 660mg; Bach truét
440mg; Bach linh 352mg; Cam thao 352mg; Puong quy 440mg; Xuyén khung
352mg; Bach thugc 440mg; Thuc dia 660mg; Hoang ky 660mg; Qué nhuc
440mg”.

16.6. Thubc Vién nghé mét ong, sb dang ky: VD-28361-17 do Cong ty cb

phin TM duge VTYT Khai Ha dang ky, trong quyét dinh cé ghi Quy cach déng
gbi 1a “Hop 1 lo 100 vién” nay diéu chinh thanh “Hop 1 lo 100g vién hoan
cung”.
16.7. Thubc Cadiperidon, sé dang ky: VD-28631-17 do Céng ty TNHH US
Pharma USA ding ky (dia chi: L6 B1-10, Puong D2, KCN Tay Béc Cu Chi,
TP. H6 Chi Minh), trong quyét dinh c6 ghi Nudc ding ky 1a “Thai Lan” nay
diéu chinh thanh “Viét Nam”.

16.8. Thubéc Bromhexin-US 4mg, sé ding ky: VD-28627-17 do Céng ty
TNHH US Pharma USA déng ky, trong quyét dinh c6 ghi Quy cach déng géi la
“Hop 2 vi, 3 vi, 10 vi x 20 vién” nay diéu chinh thanh “Hép 3 vi, 5 vi, 10 vi x 10
vién”.

16.9. Thubc Dinadryl, sé ding ky: VD-28633-17 do Céng ty TNHH US
Pharma USA ding kY, trong quyét dinh cé ghi Hoat chit chinh-hiam lugng la
“Diphenynhydramin HCl 50mg” nay diéu chinh thanh “Diphenhydramin HCI
50mg”.

16.10. Thubc Usapril, sb dang ky: VD-28642-17 do Céng ty TNHH US
Pharma USA ding ky, trong quyét dinh c6 ghi Tén thudc 14 “Usapril” nay diéu
chinh thanh “Usapril 5”.

16.11. Thubc a-Chymotrypsin 5000, s6 dang ky: VD-28218-17 do Céng
ty ¢6 phan Duge-TTBYT Binh Dinh (Bidiphar) dang ky, trong quyét dinh ghi
Tén thudc 1a “a-Chymotrypsin 5000” nay didu chinh thanh “a-Chymotrypsin
5000”.

16.12. Thubc Bidicotrim F, s dang ky: VD-28224-17 do Cdng ty c¢b phan
Duoc-TTBYT Binh Binh (Bidiphar) ding ky, trong quyét dinh c6 ghi Tiéu
chudn 12 “TCCS” nay diéu chinh thanh “USP 38”.

16.13. Thuéc Clyodas 150, sé ding ky: VD-28234-17 do Cong ty cb phén
Dugc-TTBYT Binh Dinh (Bidiphar) ding ky, trong quyét dinh c¢6 ghi Tén thuéc
1a “Clyodas” nay diéu chinh thanh “Clyodas 150”.

16.14. Thudc Lincomycin, sb ding ky: VD-28145-17 do Cong ty cb phén
duge phdm Vinh Phic dang kY, trong quyét dinh c6 ghi Quy cach déng géi 1a

8



“Hop 10 vi x 10 vién” nay diéu chinh thanh “H6p 10 vi x 10 vién; hop 20 vi x
10 vién”. :

16.15. Thudc Vinzix, sé ding ky: VD-28154-17 do Céng ty ¢d phan dugc
phdm Vinh Phic ding ky, trong quyét dinh c6 ghi Quy cach déng géi la “Hop
10 vi x 10 vién; hop 5 vi x 50 vién” nay didu chinh thanh “Hop 10 vi x 10 vién;
hop 5 vi x 50 vién; hop 4 vi x 50 vién”.

16.16. Thubc Vinrovit, sb dang ky: VD-28153-17 do Céng ty c6 phan
dwgc phim Vinh Phuc ding ky, trong quyét dinh c6 ghi Tudi tho 12 “36 thang”
nay diéu chinh thanh “24 thang”.

16.17. Thubc Vinhistin 24, sé dang ky: VD-28149-17 do Céng ty cb phan
duge phim Vinh Phic ding ky, trong quyét dinh c6 ghi Tén thubc 1a “Vinhistin
24mg” nay diéu chinh thanh “Vinhistin 24”.

16.18. Thudc Amorvita Ginseng, sé ding ky: VD-28362-17 do Céng ty ch
phan Traphaco dang ky, trong quyét dinh c6 ghi Hoat chit chinh-ham lugng la
“Cao kho6 nhan sdm 25mg, Vitamin A 5000 IU, Vitamin D3 400 IU, vitamin B1
2mg, vitamin B2 2mg, Vitamin B5 15mg, vitamin C 60mg, Vitamin PP 20mg;
Sit fumarat 55mg, ddng sulfat.2H20 7,8mg, K&m oxyd 5mg, kali sulfat 18mg,
magnesi oxyd 66mg” va Quy cach dong géi 1a “Hop 6 vi, 12 vi x 10 vién”; nay
diéu chinh Hoat chét chinh-ham luong thanh “Cao khé nhén sdm 25mg, Vitamin
A 5000 IU, Vitamin D3 400 IU, Vitamin E 30mg, Vitamin B1 2mg, Vitamin B2
2mg, Vitamin B5 15mg, vitamin C 60mg, Vitamin PP 20mg; S4t fumarat 55mg,
Pong sulfat.5H20 7,8mg, K&m oxyd 5mg, kali sulfat 18mg, magnesi oxyd
66mg” va quy cach dong goéi thanh “Hop 6 vi, 12 vi x 5 vién”.

16.19. Thudc Vitraton, sb dang ky: VD-28365-17 do Céng ty c¢b phan
Traphaco ding ky, trong quyét dinh c6 ghi Hoat chit chinh-ham lugng la
“Vitamin A 1000 UI; Vitamin D3 200 UI; Vitamin E 5mg; Vitamin Bl 5mg;
Vitamin B2 2mg; Vitamin B6 2mg; Vitamin PP 15mg; Vitamin B12 10mcg;
Acid folic 200mcg” nay diéu chinh thanh “Vitamin A 1000 UI; Vitamin D3 200
UL, Vitamin E 5mg; Vitamin Bl 5mg; Vitamin B2 2mg; Vitamin B6 2mg;
Vitamin C 50mg, Vitamin PP 15mg; Vitamin B12 10mcg; Acid folic 200mcg”.

16.20. Thudc Sulpiride - DNP 50mg, s6 dang ky:VD-28317-17 do Cdng ty
¢ phan san xuat - thuong mai Duoc phdm Pong Nam ding ky, trong quyét
dinh c6 ghi Tén thudc 1 “Sulpirid 50mg” nay diéu chinh thanh “Sulpiride -
DNP 50mg”.

16.21. Thudc Imenoopyl, sé ding ky: VD-27900-17 do Céng ty cb phén
dugc phidm Imexpharm ding ky, trong quyét dinh c6 ghi Hoat chat chinh-ham
lugng 13 “Piracetam 400mg” nay diéu chinh thanh “Piracetam 800mg”.

16.22. Thubc Imenir 125 mg, sé dang ky: VD-27893-17 do Céng ty cb
phan dugc phdm Imexpharm dang ky, trong quyét dinh c6 ghi Quy cach dong
g6i 1a “Hop 1 vi x 10 vién” nay didu chinh thanh “Hép 12 géi x 2g”.

16.23. Thubc Levocetirizin Smg, sé dang ky: VD-27701-17 do Cdng ty ch

phin dugc Danapha ding ky, trong quyét dinh c6 ghi Hoat chét chinh-ham
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lugng la “Levocetirizin dihydrochlorid 5 mg” nay diéu chinh thanh
“Levocetirizin dihydroclorid 5 mg”.

16.24. Thubc Magnesi - B6, sb ding ky: VD-27702-17 do Céng ty cb
phin dugc Danapha ding ky, trong quyét dinh c6 ghi Hoat chit chinh-ham
luong 1a “Magnesium lactat dihydrat 470mg; Pyridoxin HCl 5mg” nay didu
chinh thanh “Magnesi lactat dihydrat 470mg; Pyridoxin HCI 5Smg”.

16.25. Thudc Methadon, sé ding ky: VD-27703-17 do Céng ty cb phén
dugc Danapha dang ky, trong quyét dinh cé ghi Quy cach dong goi 1a “Chai
1000ml” nay diéu chinh thanh “Chai 1000ml; Chai 100 m!”.

16.26. Thubc Ebastin 10 mg, sb ding ky: VD-28099-17 do Céng ty cb
phan dugc pham Trung wong 2 dang ky, trong quyét dinh cé ghi Tén thubc 1a
“Ebastin 10 mg” nay diéu chinh thanh “Ebastine 10 mg”.

16.27. Thubc Famotidin, sé dang ky: VD-28100-17 do Céng ty c6 phan
dugc phim Trung uwong 2 ding ky, trong quyét dinh cé ghi Tén thudc 1a
“Famotidin” nay diéu chinh thanh “Famotidin 40 mg”.

16.28. Thubc Mekomoxin, sé ding ky: VD-28267-17 do Céng ty cb phan
hoa-dugc pham Mekophar ding ky, trong quyét dinh c6 ghi Hoat chét chinh-
ham luong 1a “Mdi goéi chira: Amoxicilin (duéi dang Amoxcilin trihydrat)
250mg” nay didu chinh thanh “MG&i géi chtra: Amoxicilin (dudi dang
Amoxicilin trihydrat) 250mg”.

16.29. Thubc Paracol 10mg/ml, sb dang ky: VD-28270-17 do Cong ty )
phin hoéd-dugc phdm Mekophar ding ky, trong quyét dinh c6 ghi Hoat chit
chinh-ham luong l& “Paracetamol 0,5mg” nay diéu chinh thanh “Paracetamol
0,5g/50ml”.

16.30. Thubc Rebamipide Invagen Sachets, sé ding ky: VD-28026-17 do
Coéng ty cb phan dugc phém SaVi dang ky, trong quyét dinh c6 ghi Tén thubc 1a
“Rebamipide Invagen” nay diéu chinh thanh “Rebamipide Invagen Sachets”.

16.31. Thuéc Tiphacold, sb ding ky: VD-28056-17 do Cong ty ¢ phan
dugc phdm Tipharco ding ky, trong quyét dinh c6 ghi Hoat chét chinh-ham
luong 1a “Paracetamol 325mg; Chlopheniramin maleat 2mg” nay diéu chinh
thanh “Paracetamol 325mg; Clorpheniramin maleat 2mg”.

16.32. Thubc Tiphapred 5, sé dang ky: VD-28062-17 do Céng ty cb phan
dugc phdm Tipharco ding ky, trong quyét dinh c6 ghi Hoat chét chinh-ham
luong la “Prednisolon 5mg” nay diéu chinh thanh “Prednisolon (duéi dang
Prednisolon acetat 5,577mg) Smg”.

16.33. Thubc Efalgin-S, sé ding ky: VD-28048-17 do Céng ty c6 phan
duoc phdm Tipharco ding ky, trong quyét dinh c6 ghi Tén thudc 1a “Efalgin-S”
nay diéu chinh thanh “Effalgin-S”.

16.34. Thudc Tiphacetam 800, s dang ky: VD-28055-17 do Céng ty cb
phan duge phdm Tipharco ding ky, trong quyét dinh cé ghi Dang bao ché 1a
“Vién nén” nay diéu chinh thanh “Vién nén dai bao phim mau tréng”.
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16.35. Thudc Ameproxen 200, sb ding ky: VD-27965-17 do Cong ty C6
phan Dugc phim OPV ding ky, trong quyét dinh c6 ghi Tiéu chuin 1a “TCCS”
nay diéu chinh thanh “USP 36”.

16.36. Thudc Zivastin, sé dang ky: VD-27982-17 do Céng ty C6 phan
Dugc phdm OPV ding ky, trong quyét dinh c6 ghi Hoat chat chinh-ham lugngla
“Betahistidine ~ dihydrochloride 16mg” nay diéu chinh thanh “Betahistin
dihydroclorid 16mg”

16.37. Thudc Aceclofenac, s6 ding ky: VD-27911-17 do Céong ty cb phan
dugc phdm Khénh Hoa dang ky, trong quyét dinh c6 ghi Dang bao ché 1a “Vién
nén” nay diéu chinh thanh “Vién nén bao phim”.

16.38. Thudc Vag-Lotuzol, sb ding ky: VD-28282-17 do Céng ty c¢d phén
LD dugc phim Medipharco-Tenamyd BR s.r.I dang ky, trong quyét dinh c6 ghi
Hoat chit chinh-ham luong 1a “Clotrimazol 100mg; Metronidazol 50mg” nay
diéu chinh thanh “Clotrimazol 100mg; Metronidazol 500mg”.

16.39. Thubc Vitamin 3B, sé dang ky: VD-28000-17 do Céng ty ¢ phan
duoc phim Quéng Binh dang ky, trong quyét dinh c6 ghi Hoat chét chinh-ham
luong 1a “Thiamin monohydrat 125mg; Pyridoxin hydrochlorid 125mg;
Cyanocobalamin 125mcg” nay diéu chinh thanh “Thiamin mononitrat 125mg;
Pyridoxin hydrochlorid 125mg; Cyanocobalamin 125mcg”.

16.40. Thudc Gensonmax, sé ding ky: VD-27993-17 do Céng ty c6 phan
dugc pham Quang Binh diang ky, trong quyét dinh c6 ghi Tén thubc la
“Gensomax” nay diéu chinh thanh “Gensonmax”.

16.41. Thubc Cam Tiung Léc, sé ding ky: VD-28532-17 do Céng ty
TNHH Duogc Tung Loc II ding ky, trong quyét dinh c6 ghi Hoat chit chinh-ham
luong 1a “Moi 120 ml chira dich chiét tir cic duoc lidu: Lién nhuc 14,4g; Pang
sam 12g; Bach linh 8,4g; Bach trut 7,2g; Hoai son 6,6g; Cat 1an sdm 6g; Mach
nha 6g; Son tra 6g; Y di 6g; Cam thao 5,4g; Str quan tir 4,8g; Khiém thuc 3,6g;
Bach bién dau 3,728 Thén khic 2,4g; O tac cdt 2,04g; Céc tinh thao 1,44g” nay
diéu chinh thanh “M3&i 120 ml chira dich chiét tir cac dugc lidu: Lién nhuc
14,4g; Dang sam 12g; Bach linh 8,4g; Bach truat 7,2g; Hoai son 6,6g; Cat lam
sim 6g; Mach nha 6g; Son tra 6g; Y di 6g; Cam théo 5,4g; Str quan tir 4,8g;
Khiém thuc 3,6g; Bach bién ddu 3,72g; Than khic 2,4g; O tic cbt 2,04g; Cée
tinh thao 1,44g”.

16.42. Thubc Ginsil, sb ding ky: VD-27833-17 do Cong ty ¢ phin Dugc
phdm CPC1 Ha Ni dang ky, trong quyét dinh c6 ghi Tén thudc la “Ulcogen
400mg/5ml” nay diéu chinh thanh “Ginsil”.

16.43. Thudc Hycoba-bfs 10mg, sb ding ky: VD-27826-17 do Céng ty cb
phan Dugc phim CPC1 Ha Noi ding ky, trong quyét dinh cé ghi Hoat chit
chinh- ham lugng 13 “Mai lo 1 ml dung dich chira: Hydroroxocobalamin (dudi
dang Hydroxocobalamin acetat) 10 mg” nay diu chinh thanh “M3i lo 1 ml dung
dich chtra: Hydroxocobalamin (dudi dang Hydroxocobalamin acetat) 10 mg”.
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16.44. Thubc Denesity, s6 ding ky: VD-28529-17 do Coéng ty TNHH
dugc phim VNP dang ky, trong quyét dinh cé ghi Hoat chét chinh 1a “Acid
alpha lipoic 200 mg” nay didu chinh thanh “M&i vién nang mém chira 200 mg
acid alpha lipoic (acid thioctic)”.

16.45. Thude Sildenafil, sé dang ky: VD-28081-17 do Céng ty cb phan
dugc phidm Trung uong 1 - Pharbaco déng ky, trong quyét dinh c6 ghi Tén thubc
14 “LOVEGRA 100” va Hoat chét chinh-ham lugng 1a “Sildenafil (dudi dang
Sidenafil citrat) 100 mg”; nay didu chinh Tén thudc thanh “Sildenafil” va hoat
chit chinh-ham luong thanh “Sildenafil (dudi dang Sildenafil citrat) 100 mg”.

16.46. Thubc Iba-Mentin 1000mg/62,5mg, sd dang ky: VD-28065-17 do
Cong ty cb phan dugce phém Trung wong 1 - Pharbaco ding ky, trong quyét dinh
c6 ghi Hoat chét chinh-ham luong 1a “Amoxicilin (dudi dang Amoxcilin
trihydrat) 1000 mg; Acid Clavulanic (dudi dang Kali clavulanat + cellulose vi
tinh thé ty 18 1:1) 62,5 mg” nay diéu chinh thanh “Amoxicilin (du6i dang
Amoxicilin trihydrat) 1000 mg; Acid Clavulanic (dudi dang Kali clavulanat +
cellulose vi tinh thé ty 18 1:1) 62,5 mg”.

16.47. Thubc Taphenplus 325, sé dang ky: VD-28440-17 do Cong ty
TNHH dich vu y té Hung Thanh déng ky, trong quyét dinh c6 ghi Dang bao ché
la “Vién nén bao phim” nay diéu chinh thanh “Vién nén phéan tan”.

16.48. Thubc Taphenplus 500, so ding ky: VD-28441-17 do Cong ty
TNHH dich vu y t& Hung Thanh dang ky, trong quyét dinh c6 ghi Dang bao ché
14 “Vién nén” nay diéu chinh thanh “Vién nén phén tan”.

16.49. Thubc Tropeal, sb ding ky: VD-28485-17 do Cong ty TNHH Dugc
phdm Pat Vi Pha dang ky, trong quyét dinh c6 ghi Hoat chét chinh-ham lugng
la “MObi tuyp 5 g chira: Mupirocin 100mg” nay didu chinh thanh “MJi tuyp (5 g)
chtra: Mupirocin 2%”.

16.50. Thube Glucose 5%, sé ding ky: VD-28252-17 do Céng ty C6 phan
Fresenius Kabi Bidiphar ding ky, trong quyét dinh c6 ghi Quy cach dong goi la
“Chai nhya 100ml, chai nhya 200ml; chai nhya 500ml; chai thuy tinh 500ml”
nay didu chinh thanh “Chai nhua 100ml, chai nhya 250ml; chai nhya 500ml;
chai thay tinh 500ml”.

16.51. Thude Aciclovir, sé dang ky: VD-28139-17 do Cdng ty cb phén
duoc phdm va sinh hoc y té dang ky, trong quyét dinh c6 ghi Hoat chét chinh-
ham lugng 1a “Aciclorvir 200mg” nay diéu chinh thanh “Aciclovir 200mg”.

16.52. Thudc Uksyl, sb ding ky: VD-28141-17 do Céng ty cb phén dugc
phim va sinh hoc y té ding kY, trong quyét dinh c6 ghi Hoat chét chinh-ham
luong 1a “Sultamicilin (dudi dang Sultamicilin tosilat dihydrat) 375mg” nay
didu chinh thanh “Sultamicillin (duéi dang Sultamicillin tosylat dihydrat)
375mg”.

16.53. Thubc Levopatine, sé dang ky: VD-28108-17 do Céng ty c4 phén
dugc phim Trung uong 3 dang ky, trong quyét dinh c6 ghi Dia chi nha san xuét
12 “S 16 - L& Pai Hanh - P.Minh Khai - Q Hong Bang - Tp. Hai Phong” nay
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diéu chinh thanh “S§ 28 - Puong 351 - Xa Nam Son - Huyén An Duong - Tp.
Hai Phong”.

16.54. Thubc B4 than 4m TW3, sé ding ky: VD-28106-17 do Céng ty cb
phan dwgc phim Trung wong 3 ding ky, trong quyét dinh cé ghi Hoat chat
chinh-ham lugng 1a “Hoai son 160mg; Khiém thuc 180mg; Cao dac dugc ligu
270mg tuong duong (Tao chua 230mg; Thuc dia 160mg; Thach héc 160mg; Ty
giai 120mg)” nay diéu chinh thanh “Hoai son 160mg; Khiém thuc 180mg; Cao
didc dugc liéu 270mg tuong duong (Téo chua 230mg; Thuc dia 160mg; Thach
hdc 160mg; Ty giai 130mg)”.

16.55. Thudc Coirbevel 150/12,5mg, s6 dang ky: VD-28538-17 do Cong
ty TNHH Hasan-Dermapharm ding ky, trong quyét dinh c6 ghi Tén thubc la
“Coirbevel 150/12.5mg” nay diéu chinh thanh “Coirbevel 150/12,5mg”.

16.56. Thudc Frolova 150, sé ding ky: VD-28539-17 do Céng ty TNHH
Hasan-Dermapharm dang ky, trong quyét dinh c6 ghi Tén va dia chi co so
nhuong quyén 12 “Mibe Gmbh Arzneimittel; D/c: s§ 15, dudng Muchener, D-
06796 Brehna, CHLB Duc)” nay diéu chinh thanh “Mibe GmbH Arzneimittel;
P/c: s6 15, dudng Miinchener, D-06796 Brehna, CHLB Dic)”.

16.57. Thubc Hazitac 150, s6 dang ky: VD-28549-17 do Céng ty TNHH
Hasan-Dermapharm ding ky, trong quyét dinh c6 ghi Quy cach déng géi la
“Hop 03 vi x 04 vién; Hop 05 vi x 04 vién; Hop 10 vi x 04” vién nay diéu chinh
thanh “Hop 03 vi x 10 vién; Hop 05 vi x 10 vién; Hop 10 vi x 10 vién”.

16.58. Thudc Rosenax 35, sé ding ky: VD-28553-17; Simhasan 10, s6
dang ky: VD-28555-17; Simhasan 20, s§ dang ky: VD-28556-17 do Céng ty
TNHH Hasan-Dermapharm ding ky, trong quyét dinh c6 ghi Tiéu chudn la
“TCCS” nay diéu chinh thanh “USP 36”.

16.59. Thubc Mibelaxol 750, sb déng ky: VD-28567-17do Cong ty TNHH
Lién doanh HASAN - DERMAPHARM diang ky, trong quyét dinh cé ghi Quy
céch dong goi 1a “Hop 03 vi x 10 vién; Hop 05 vi x 10 vién; Hop 10 vi x 15
vién” nay diéu chinh thanh “Hop 03 vi x 15 vién; Hop 05 vi x 15 vién; Hop 10
vix 15 vién”.

16.60. Thudc Ranihasan 150, sb déng ky: VD-28568-17 do Cong ty
TNHH Lién doanh HASAN - DERMAPHARM dang ky, trong quyét dinh c6
ghi Hoat chét chinh-ham luong 13 “Ranitidin (duéi dang Ranitidin hydrochlorid)
150mg” nay diéu chinh thanh “Ranitidin (du6i dang Ranitidin hydroclorid)
150mg”.

16.61. Thudc Sufat gel, sé diang ky: VD-28569-17 do Céng ty TNHH Lién
doanh HASAN - DERMAPHARM ding k¥, trong quyét dinh c6 ghi Hoat chét
chinh-ham luwong 13 “MJ&i géi 15g chita: Sucaralfat (dudi dang Sucralfat hén
dich 30%) 1000mg” nay diéu chinh thanh “MJdi géi 15g chita: Sucralfat (dudi
dang Sucralfat hon dich 30%) 1000mg”.

16.62. Thubc Hoat huyét dudng ndo, sb dang ky: VD-28155-17 do Cong
ty c6 phan dugc phdm Xanh dang ky, trong quyét dinh c6 ghi Quy cach déng
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g6i 1a “Hop 01 chai 30 vién” nay diéu chinh thanh “Hép 02 vi x 10 vién; Hop 01
chai 30 vién”

16.63. Thuoc Vién x6ng EUCA-OPC, sd dang ky: VD-27964-17 do Cong
ty ¢d phén Dugc phidm OPC ding ky, trong quyét dinh c6 ghi Hoat chét chinh-
ham lugng 1a “Menthol 24mg; Eucalytol 24mg; Camphor 24mg” nay diéu chinh
thanh “Menthol 24mg, Eucalyptol 24mg, Camphor 24mg”.

16.64. Thudc Dexamethason, so dang ky: VD-27696-17 do Céng ty Co
phan Dugc Becamex ding ky, trong quyét dinh c6 ghi Quy cach déng goi la
“Chai 500 vién” nay diéu chinh thanh “Chai 500 vién; chai 200 vién; hép 5 vi,
10 vi, 50 vi x 30 vién”

16.65. Thudc Dexamethason 50 dang ky: VD-27697-17 do Cong ty Cb
phin Dugc Becamex dang ky, trong quyét dinh c6 ghi Quy cach dong goi la
“Hop 10 vi x 30 vién” nay diéu chinh thanh “Chai 500 vién; chai 200 vién; hop
5 vi, 10 vi, 50 vi x 30 vién”

16.66. Thubc Doaspm 81 mg, sb ding ky: VD-28370-17 do Céng ty )
phén xuit nhap khiu y t& Domesco déng ky, trong quyét dinh c6 ghi Quy cach
dong g6i 1a “Hop 1 vi x 10 vién; hop 10 vi x 10 vién; chai 100 vién” nay diéu
chinh thanh “Hop 1 vi x 10 vién; hop 10 vi x 10 vién; hop 1 chai 100 vién”

16.67. Thudc Domldls 40mg, SPK: VD-28372-17 do Céng ty cb phan
xudt nhap khau y té Domesco dang ky, trong quyet dinh c6 ghi Tén thudc la
“Domidis” nay diéu chinh thanh “DomIdls 40 mg”.

16. 68 Thudc Donova 50mg, sb dang ky: VD- 28373 17 do Céng ty cb
phan xudt nhap khiu y té Domesco ding ky, trong quyet dinh cé ghi Tén thube
1a “Donova” nay diéu chinh thanh “Donova 50 mg”

16.69. Thudc pendo- Pregabalm 150 mg, sb ding ky: VD 28387-17,
pendo- Pregabalm 50mg, sb dang ky: VD- 28388 17 do Cong ty c¢b phan Xuét
nhép khau ¥ té Domesco dang ky, trong quyet dinh c6 ghi dia chi cia co s¢
nhuong quyen la “6111 Royalmount Avenue Suite 100, Montreal, Quebac,
Canada, H4P2T4” nay diéu chinh thanh “6111 Royalmount Avenue Suite 100,
Montreal, Quebec, Canada, H4P2T4”.

16. 70 Thubc Vosfarel- Domesco 20 mg, s6 ding ky: VD- 28390 17 do
Céng ty ¢b phan xuét nhap khiu y té Domesco dang ky, trong quyet dinh c6 ghi
Hoat chit chinh-ham luong 14 “Trimetazidin hydroclorid 20mg” nay diéu chinh
thanh “Trimetazidin dihydroclorid 20mg”.

16.71. Thude Vitamin E 400 IU thién nhién, sé dang ky: VD-28389-17 do
Céng ty c¢b phan xuat nhap khiu y té Domesco ding ky, trong quyét dinh c6 ghi
Hoat chat chinh-ham lugng 12 “D-alpha tocopheryl acetat 400IU” nay diéu chinh
thanh “Vitamin E (dudi dang d-alpha tocopheryl acetat) 400IU”.

16.72. Thubc Reamemton 500, sb dang ky: VD-27944-17 do Cong ty ch

phan dugc phdm Me Di Sun ding ky, trong quyét dinh cé ghi Tén thudc 1a
“Raememton 500” nay diéu chinh thanh “Reamemton 500,
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16.73. Thudc Homtamin Beauty, sé ding ky: VD-28273-17 do Cong ty cd
phan Korea United Pharm. Int’l dang ky, trong quyet dinh c6 ghi quy cach dong
goi la “Hop 10 vi x 10 vién. Lo 100 vién” nay diéu chinh thanh “Hop 1 t4i nhém
X 3 vi x 10 vién, hgp 1 tGi nhém x 6 vi x 10 vién, hop 1 tGi nhém x 1vi x 10
vién”.

16.74. Thudc Kahagan, s dang ky: VD-28358-17do Cong ty ¢ phan TM
duoc VTYT Khai Ha ding ky, trong quyét dinh c6 ghi quy cach déng géi 1a
“Hop 1 vi, 3 vi, 5 vi, 10 vi x 10 vién, hop 1 lo 100 vién” nay diéu chinh thanh
“Hop 1 vi, 3 vi, 5 vi, 10 vix 20 vién, hop 1 19 100 vién”.

16.75. Thubc Bevichymo, sb dang ky: VD-28180-17 do Cong ty cb phan
dwoc TW Mediplantex dang ky, trong quyét dinh c¢6 ghi Hoat chéat chinh-ham
lugng 13 “Chymotrypsin 42 microkatals” nay diéu chinh thanh “Chymotrypsin
8400 IU”.

16.76. Thubc Babysky gel, s dang ky: VD-28175-17 do Céng ty cb phan
dugc TW Mediplantex dang ky, trong quyét dinh ¢6 ghi Tén thude 1a “Babysky
nay diéu chinh thanh “Babysky gel”.

16.77. Thubc Vanoran, sd dang ky: VD-28513-17 do Céng ty TNHH
Duoc phdm Glomed dang ky, trong quyet dinh co ghi Quy cach dong géi la
“Hop 1 vi, 2 vi, 3 vi x 10 vién; Hop 1 vi x 6 vién; Hop 1 vi x 8 vién (vi nhédm-
PVC/PVdC); Hop 1 vi xé x 4 vién; Hop 1 vi xé x 6 vién; Hop 1 vi xé x 8 vién;
Hop 2 vi, 3 vi x 10 vién” nay diéu chinh thanh “Hop 1 vi, 2 vi, 3 vi x 10 vién;
Hop 1 vi x 6 vién; Hop 1 vi x 8 vién (vi nhém-PVC/PVdC); Hop 1 vi xé x 4
vién; Hop 1 vi xé x 6 vién; Hop 1 vi xé x 8 vién; Hop 2 vi xé, 03 vi xé x 10
vién”

16 78. Thudc Gonsa Natri clorid 0.9%, s6 dang ky: VD-28253-17 do Cong
ty ¢6 phan Gon sa dang ky, trong quyét dinh c6 ghi Tén thudc 1a “Gonsa Natri
clorid 0,9%” nay diéu chinh thanh “Gonsa Natri clorid 0.9%”.

16.79. Thudc Salonsip gel-patch, s6 dang ky: VD-28645-17 do Cong ty

trach nhiém hiru han dugc pham Hisamitsu Viét Nam dang ky, trong quyét dinh
c6 ghi Hoat chét chinh-ham lugng 1a “Mdi 100 g cao thudc chira: Glycol
salisylat 1,25g; L-menthol 1g; dI- -Camphor 0,03g; Tocopherol acetat 1g” nay
diéu chinh thanh “M3i 100 g cao thudc chira: Glycol salisylat 1,25g; L-menthol
1g; dl-Camphor 0,3g; Tocopherol acetat 1g”.
17. Quyet dinh s6 399/QP-QLD ngay 19/09/2017 cua Cuc trudéng Cuc Quan ly
Dugcvé viéc ban hanh danh muyc 07 thubc san xut trong nudce (thuoc chira hoat
chit khéng virus ding ky 1an dau-sb dang ky hiéu luc 2 ndm) dugc cép sd ding
ky luu hanh tai Viét Nam - Dot 159:

Thubc Pesatic, sb dang ky: QLDB-618-17 do Céng ty cb phan dugec TW
Mediplantex ding ky, trong quyét dinh c6 ghi Hoat chat chinh-ham lugng 1a
“Tenofovir disoproxil fumarzt 300mg” nay diéu chinh thanh “Tenofovir
disoproxil ﬁlrnarat 300mg”.

18. Céng van s 16254/QLD-BK ngay 11/10/2017 cua Cuc Quan ly Dugc vé
viée duy tri hiéu luc sé dang ky thuéc:
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18.1. Thubc Aciste IMIU, SPK: VD-17551-12 ctia Cong ty CO phan
Dugc pham Trung uong I — Pharbaco dang ky, trong cdng van c6 ghi tén thudc
la: “Aciste 1g” nay diéu chinh thanh “Aciste 1IMIU”.

18.2. Thube Aciste 2MIU, SPK: VD-17552-12 cua Cong ty Cb phan
Dugc pham Trung uong I — Pharbaco dang ky, trong cong véan co6 ghi tén thude
la: “Aciste 2g” nay diéu chinh thanh “Aciste 2MIU”".

19. Cong vén s6 26973/QLD-DK ngay 30/12/2016 cua Cuc Quan ly Dugc vé
viéc gia han hiéu luc s6 dang ky thudc:

Thudc Dobelaf, SDK: VD-15550-11 ctia Cong ty cb phan xuat nhap khau y
té Domesco dang ky, trong cong van c6 ghi s6 dang ky la “VD-15550-10" nay
diéu chinh thanh * VD-15550- 117
20. Cong van sd 18956/QLD-DK ngay 14/11/2017 ctia Cuc Quén Iy Dugc vé
viéc gia han hiéu lyc s6 dang ky thudc: ‘

Thubc Risdontab 2, SPK: VD-17338-12 cua Cong ty Co phan Dugc
Danapha dang ky, trong cong van co ghi tén thude 1a: “Risdonatab 2” nay diéu
chinh thanh “Risdontab 2”.

7 Cong van sb 18116/QLD-BK ngay 06/11/2017 cua Cuc Quan ly Dugc ve
viéc gia han higu luc so dang ky thuoc

Danh myc dinh kém gom cac thudc: Franlucat Smg, sé ding ky: VD- 13144-
10, Franlucat 10mg, sé ding ky: VD- 13142-10, Frantamol tré em 250mg, sd
dang ky: VD-14566-11, Magne- -B6 éloge, sb ding ky: VD-14856-11, Athroease
1500mg, s6 ding ky: VD 13627-10 ctia Cong ty cd phan lién doanh dugc pham
Eloge France Viét Nam ghi “Danh muc 05 thude san xuét trong nude duge gia
han hiéu luc sé ding ky 12 théng ke tir ngay SPK hét hiéu luc”, nay c‘heu chinh
thanh “Danh muc 05 thudc san xut trong nudc dugc duy tri higu luc s6 dang ky
12 thang ké tir ngay ky cong van duy tri hiéu luc s6 dang ky”.

Cuc Quan ly Dugc thong bao dé cac don vi biét./.

Noi nhin:

-Nhu trén;
- BT. Nguyén Thj Kim Tién (dé b/c);
- Cuc Quény - Bd Quoc phong, Cuc Y té - Bo Cong an;
- Cuc Y té giao théng vén tai - B GTVT;
- Téng Cuc Hai Quan - B$ Tai Chinh;
- Béo hiém xa hdi Viét Nam;
- Vu Phap ché; Cuc - Quan ly Y, Duogc co truyén; Cuc Quan ly
chita bénh - B3 Y té; Thanh tra Bd Y té;

- Vign KN thudc TW, VKN thudc TP.HCM; Truwong Quéc Cuon

- Téng Cong ty Dugc VN; . > n
- Cac Bénh vién, Vién c6 giudong bénh truc thuoc BYT; Thw truong BQ Y te
- Website ciia Cuc QLD, Tap chi Dugc & My pham B, QLK.DD

- Luu: VT, PKT (10b).
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