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BO GIAO THONG VAN TAI ~ CONG HOA XA HOI CHU NGHIA VIET NAM
CUCYTE Poc 1ap - Tu do - Hanh phic

Sé: 1 /CYT-NVYD&TTBYT Ha Ngi, ngay 29 thing 9 ndm 2016
V/v Pinh chinh quyét dinh cip SPK

Kinh gui:
- C4c Bénh vién, Phong kham da khoa GTVT;
- C4c Trung tAm y t€ chuyén nganh GTVT.

Ngay 21/9/2016, Cuc Quéan ly Dugc - BO Y té co Cong van so
18427/QLD-DXK thong bao diéu chinh mét s noi dung trong cac Quyét dinh cip
s6 dang ky thubc san xuét trong nuée nhu sau: Quyét dinh s6 20/QD- QLD ngay
12/01/2012, Quyét dinh s 414/Qb-QLD ngay 27/12/2013, Quyét dinh so
134/Qb-QLD ngay 04/03/2014, Quyét dinh s6 679/Qb-QLD ngay 08/12/2014,
Quyét dinh sb 514/QD QLD ngay 09/9/2015, Quyét dinh s6 662/QD- -QLD ngay
17/12/2015, Quyét dinh s 97/QDP-QLD ngay 23/03/2016, Quyét dinh sb
297/Qb-QLD ngay 15/7/2016.

Noi dung cu thé cia Cong vin vé viéc dinh chinh céac quyét dinh cép sb
dang ky dugc ding tai trén Website cia Cuc Y t¢ GTVT http://ha.mt.gov.vn;
chuyén muc Chi dao va huéng dan nghiép vuy té.

Cuc Y t& GTVT thong béo dé cac don vi biét va thuc hién./. w’}
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC - Poc lap - Tu do - Hanh phic

-
Ccucy TE GIAO THONG \/AN TAl
Gm@OMSG VAN PEN

26 -09- 2016

So,{ Qut QLD-bK Ha Noi, ngay g thdng §
V/v Dinh chinh quyét dinh chp SPK :

Kinh gi: ’ : )
./ - S&'Y € céc tinh, thanh pho tryc thudc trung
- Céc cong ty dang ky c6 thuoc duge dinh chinh.

Cuc Quan ly Dugc-Bo 'Y té thong bao diéu chinh mét s6 nodi dung trong cac
Quyét dinh cép sé dang ky thudc san xuét trong nudc nhur sau:

1. Quyet dinh sb 20/Qb-QLD ngay 12/01/2012 cia Cuc truong Cuc Quan ly
Dugc vé viée cong bd 317 tén thudc san xuat trong nuéce duge phép luu hanh tai
Viét Nam - Dot 133:

Thuoc Lactacyd Feminine Hygiene, sb dang ky: VD- 16272-12 cua Cong ty
Cb phan duogc phdm Sanofi-synthelabo Viét Nam, trong Quyét dinh ghi thanh
phin chinh (khéng ghi ham lugng) 1a “Acid lactic; Lactoserum atomisat”; nay
dinh chinh thanh phin chinh - ham lugng la “Acid lactic 1,00g/ IOOml
Lactoserum atomlsat 0,93g/100ml”.

2. Quyet dinh s 414/Qb-QLD ngay 27/12/2013 cia Cuc trudng Cuc Quan ly
Dugc vé viée cong bb 270 tén thudc san xuét trong nuéc duoc phép luu hanh tai
Viét Nam — Dot 143:

Thudc Ecingel, s ding ky: VD-20169-13 ciia Cong ty cb phan dugce phim
Agimexpharm, trong Quyét dinh ghi quy cach déng géi 1a “Hop 1 tuyp nhya 1g”;
nay dinh chinh quy cach dong goi l1a “Hop 1 tuyp nhya 10g”.

3. Quyet dinh s6 134/QD-QLD ngay 04/03/2014 ‘ciia Cuc treong Cuc Quéan ly
Duoc vé viée cong bd 204 tén thudc san xuét trong nudc duge phép luu hanh tai
Viét Nam — Dot 144:

Thudc Midazoxim 1g, s§ ding ky: VD-20452-14 cia Cong ty c¢b phén duoc
phdm Minh Dén, trong Quyét dinh ghi dia chi nha san xuét 14 “L6 E2, duong N4,
KCN Hoa X4, TP Nam Dinh, Viét Nam”; nay dinh chinh dia chi nha san xuét 13
“L6 N8, duong N5, Khu céng nghiép Hoa X4, TP. Nam Pinh, Vié¢t Nam”

4. Quyet dinh sé 679/QD -QLD ngay 08/12/2014 cia Cuc truong Cuc Quén ly
Dugc vé viée cong bb 281 tén thube san xuét trong nuéc dugc phép luu hanh tai
Viét Nam - Dot 148:

Thubc BFS-Hyoscin, sé ding ky: VD-22024-14 cua Cong ty TNHH MTV
duoc pham TW 1 dang ky, Céng ty Cb phéan duoc phim CPC1 Ha Noi san Xuat,
trong Quyét dinh ghi quy cach déng géi 1a “Hop 2 vi, hop 4 vi, hop 10 vi. Vi §
6ng x 1ml”; nay dinh chinh quy cach déng géi la “Hop 2 vi, hop 4 vi, hop 10 vi.
Vi$s 6ng nhua x lml”

5. Quyet dinh s6 514/QP-QLD ngay 09/9/2015 cua Cuc truong Cuc Quan ly
Duoc vé viéc ban hanh Danh muc 720 tén thubc san xuét trong nudc duogc cap s6
dang ky luu hanh tai Viét Nam - DO't 151:

Thubc Brometic 2mg/10ml, sé dang ky: VD-23326-15 cua Cong ty TNHH
dugc pham VNP dang ky, Cong ty Cb phan dugc phdm CPC1 Ha Ndi san Xuét,
trong Quyét dinh ghi hoat chét, ham luong 14 “Bromhexin (duéi dang Bromhexin
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hydroclorid) 2mg/10ml”; nay dinh chinh hoat chat, ham luong la “Bromhexin

hydroclorid 2mg/ 10ml”.

6. Quyet dinh s6 662/QD-QLD ngay 17/12/2015 cia Cuyc truéng Cuc Quan ly
Duogc vé viéc ban hanh Danh muc 626 tén thudc san xuét trong nudc duge clp sb
déng ky luu hanh tai Viét Nam - Dot 152:

Thubc Losartan Stada 100 mg, sb ding ky: VD-23973-15 cla Cong ty
TNHH LD Stada-Viét Nam, trong Quyét dinh ghi hoat chét, ham luogng 1a
“Losartan kaki 100 mg”; nay dinh chinh hoat chit, ham luong 1a “Losartan kali
100 m'g”

7. Quyet dinh sb 97/QD QLD ngay 23/03/2016 cua Cuc trudng Cuc Quan ly
Dugc vé viéc cong bd Danh muc 605 tén thudc san xut trong nudc dugc cap so
dang ky Iuu hanh tai Viét Nam - Dot 153:

7.1. Thubc Acyclovir Stada 200 mg, sb ding ky: VD-24572-16 cta Cong ty
TNHH LD Stada-Viét Nam, trong Quyét dinh ghi Tiéu chuén thanh phdm la
“TCCS”; nay dinh chinh Tiéu chuén thanh phim 14 “BP 2012”.

7.2. Thube Fitdcoron-F, sb ding ky: VD-24524-16 cita Cong ty TNHH duoc
pham Fito pharma, trong Quyét dinh ghi quy cach dong gdb1 1a “Hop 10 vi x 10
vién nang” va hoat chét chinh-ham luong 1a “M3i vién chita: Cao khé duoc liéu
153,3mg (turong duong Pan sém 611mg; Tam that 70mg); B6t min dugc liéu gdm
Tam that 140mg; Pan sdm 64mg”; nay dinh chinh quy cach déng géi 1a “Chai 40
vién; Hop 10 vi x 10 vién” va hoat chét chinh-ham luong 12 “M&i vién chira: Cao
khoé duoc liéu 153,3mg (tuong duong Pan sim 611mg; Tam tht 70mg); Bot min
dugc liéu gdbm Tam that 140mg; Pan sdm 64mg; Bang phién tong hop 12 mg”.

7.3. Thubc Sang mét, sb ding ky: VD-24070-16 ctia Céng ty cb phin cong
nghé cao Traphaco, trong Quyét dinh ghi hoat chit chinh- ham Iugng 14 “Thuc dia
125 mg; Hoai son 160mg; Puong quy 160 mg; Cao dac trach ta (tuong duong
100mg trach ta) 40mg; Cao déc ha thi 6 do (twong duong 200mg ha tha 6 do)
40mg; Cao dic théo quyét minh (tvong dwong 200mg thio quyét minh) 50mg;
Cao dac ciuc hoa (twong duong 200mg cic hoa) 24mg; Cao ddc ha khd thao
(twong duong 125mg ha khé thao) 12,5mg”; nay dinh chinh hoat chét chinh- ham
luong 1a “Thuc dia 125 mg; Hoai son (bét) 160mg; Puong quy (bdt) 160 mg; Cao
dic ré trach ta (twong duong 100mg trach ta) 40mg; Cao dic r& ha thi 6 d6 (twong
duong 200mg ha thu 6 d6) 40mg; Cao dac hat thao -quyét minh (tuong duong
200mg thao quyét minh) 50mg; Cao dic hoa ctic hoa (twong duong 200mg cuc
hoa) 24mg; Cao dac qua ha kho thao (twong duong 125mg ha khé thao) 12,5mg”.
8. Quyet dinh sb 297/QD QLD ngay 15/7/2016 cia Cuc trudng Cuc Quan ly
Dugc vé viée cong bd 404 tén thudc san xuét trong nude duoc phép luu hanh tai
Viét Nam - Dot 154:

8.1.Thubc Kisinstad, s6 ding ky: VD-24963-16 ctia Céng ty c¢b phdn
Pymepharco, trong Quyét dinh ghi hoat chét, ham luong 14 “Alpha-chymotrypsin
Smg (twong duong 5000 don vi USP)”; nay dinh chinh hoat chit, ham luong la
“Alpha—chymotrypsin 5mg (tuong duong 5000 IU)

8.2. Thubc Huong lién vién hoan TP, so déng ky: VD-24971-16 cia Cong
ty ¢b phén thuong mai dugce phim va trang thiét bi y té Thuén Phat dang ky, Cong
ty Céng ty cb phan dugc vat tu y t8 Hai Duong san xuét, trong Quyét dinh quy
cach dong géi 1a “Hop 30 goi x Sg”; nay dinh chinh quy cach dong géi 1a “Hop 30
g6i x 5g, hop 1 lo x 50g”.
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8.3. Thudc Sumatriptan MKP 50, s6 dang ky: VD-24953-16 cua Cong ty cd
phan hoa-dugc phdm Mekophar, trong Quyet dinh ghi hoat cht, ham luong 13
“Sumatriptan 50mg”; nay dinh chinh hoat chét, ham lugng 13 “Sumatriptan (dudi
dang Surnatnptan succinat) SOmg

8.4. Thuoc Nemicollyre, sb ding ky: VD-24930-16 cia Cong ty ) phan
dwoc vat tu y t& Hai Duong, trong Quyét dinh ghi hoat chét, ham luong 13 “Mbi
5ml chira: Neomycin base (dudi dang Neomycin base) 17mg; Dexamethason
(dudi dang Dexamethason natri phosphat) Smg”; nay dinh chinh hoat chét, ham
lwong 1a “Mdi Sml chia: Neomycin (duéi dang Neomycin sulfat) 17.000 IU;
Dexamethason natri phosphat Smg”.

8.5. Thubc Siro Bé ty P/H, VD-24999-16 ctia céng ty TNHH Dong duge
Phiic Hung, trong Quyét dinh ghi quy cach déng géi 1a “Hép 1 lo x 90ml; hop 1
lo x 100ml; hop 1 lo x 25ml”; nay dinh chinh quy cach dong géi 1& “Hop 1 lo x
90ml; hop 1 lo x 100ml; hop 1 lo x 125ml”.

8.6. Thudc Omcetti 300mg, VD-24840-16 ciia cong ty C6 phan dugc phim
Phwong Dong, trong Quyét dinh ghi tiu chudn thanh phim 14 “USP 34”; nay dinh
chinh tiéu chuén thanh phim la “USP 38”.

8.7. Thubc Supodatin, VD-24841-16 cia cong ty Cb phan dugc phim
Phuong Dong, trong Quyét dinh ghi tén thudc 13 “Sudopatin”; nay dinh chinh tén
thudc 1a “Supodatin”.

8.8. Thudc Leolen Forte, sb ding ky: VD-24814-16 cia Cong ty Cb phan
duoc pham OPC, trong Quyét dinh ghi thanh phan chinh — ham lugng 13 “Cytidin-
5'-disodium monophosphat 5mg; Uridin-5'-trisodium triphosphat 3mg”; nay dinh
chinh thanh phan chinh — ham luong 13 “Cytidine-5'-disodium monophosphate
5mg; Uridine-5'-trisodium triphosphate 3mg (twong duong Uridine 1,33mg)”.

8.9. Thudc Kingloba, sb ding ky: VD-24938-16 cia Coéng ty Cb phan
Duge-Trang thiét bj Y t& Binh Dinh, trong Quyét dinh ghi thanh phén chinh —
ham lugng 1a “Cao kho 14 bach qua (Extractum Folium Ginkgo siccum tuong ung
v6i 1,6g duge lidu 14 bach qua) 40mg”; nay dinh chinh thanh phan chinh — ham
luong 1a “Cao khd 14 bach qua (Extractum Folii Ginkgo siccus tuong ing v6i 1,6g
dugc liéu 14 bach qua) 40mg”.

8.10. Thudc Vudu-paracetamol, s§ ding ky: VD-24860-16 clia Céong ty Ch
phan dugc phidm Tipharco, trong Quyet dinh ghi dang bao ché 12 “vién nén bao
phim”; nay dinh chinh dang bao ché 13 “vién nén dai”.

8.11. Thudc Bat Tran, sb ding ky: VD-25007-16 cia cong ty TNHH duge
phédm Fito Pharma, trong Quyét dinh ghi hoat chét chinh- ham luong 1a “Mbi vién
chira 267 mg cao khé duogc liéu twvong duong: Thuc dia 364 mg; Duong quy 297,3
mg; Pang sdm 242 mg; Bach truit 242 mg; Bach thugc 202 mg; Bach linh 175,7
mg; Xuyén khung 142 mg; Cam thao 20 mg; Bt min duoc liéu bao gbém: Puong
quy 66,7 mg; Bach linh 66,3 mg; Bach thuge 40 mg; Xuyén khung 40 mg; Cam
thdo 20 mg”; nay dinh chinh hoat chit chinh- ham lugng 12 “Mai vién chira 267
mg cao khé dugc liéu twong duong: Thuc dia 364 mg; Puong quy 297,3 mg;
Dang sdm 242 mg; Bach trudt 242 mg; Bach thuge 202 mg; Bach linh 175,7 mg;
Xuyén khung 142 mg; Cam thao 102 mg; B6t min dugc li€u bao gbm: Puong quy
66,7 mg, Bach linh 66,3 mg; Bach thugc 40 mg; Xuyén khung 40 mg; Cam théo
20 mg”.

8.12. Thudc Naphacollyre, s6 ding ky: VD-24677-16 clia Cong ty cb phin
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duge phim Nam Ha, trong Quyét dinh ghi Hoat chit chinh-ham luong 1a “Mbi '
100 ml chfa: Natri sulfacetamid 10 g; Chlorpheniramin maleat 20 mg;
Naphazolin nitrat 2 mg; Berberin hydroclorid 2 mg”; nay dinh chinh Hoat chit
chinh- ham luong 1a “Mbi 100 ml chira: Natri sulfacetamid 10 g; Chlorpheniramin
maleat 20 mg; Naphazolin nitrat 25 mg; Berberin hydroclorid 2 mg”.

8.13. Thudc Tangelan, sé dang ky: VD-24919-16 ciia Cong ty cb phéan duoc
Vacopharm, trong Quyét dinh ghi Hoat chét chinh-ham lwong 13 “N-Acetyl-D,L-
Leucin 500mg”; nay dinh chinh Hoat chit chinh- ham luong 13 “N-Acetyl-DL-
Leucin 500mg”.

8.14. Thubc Bat vi qué phy, s6 dang ky: VD-24972-16 cua Cong ty co phin
Traphaco ddng ky va Cong ty cb phan cong nghé cao Traphaco san xudt, trong
Quyét dinh ghi Hoat chét chinh-ham lugng 1a “Cao phu tr (trong duong 37,7 mg
phu tr) 7,7mg; Cao dugc liéu (tuong duong: thuc dia 217mg; hoai son 109mg;
son thu 109mg; bach linh 82mg; trach ta 82mg) 283mg; B6t mau don bi 84mg;
b6t qué 28mg”; nay dinh chinh Hoat chét chinh- ham luong 14 “Cao phu t (tuong
duong 37,7 mg phu tt) 7,7mg; Cao hén hop (twong dwong: thuc dia 217mg; hoai
son 109mg; son tht 109mg; bach linh 82mg, trach ta 82mg) 283mg; B6t mau don
bi 84mg; bot que 28mg”.

8.15. Thubc Dobenzic, sb ding ky: VD-24982-16 cta Cong ty c¢b phin xut
nhéap khiu y té Domesco, trong Quyét dinh ghi tén thubc 13 “Dobenzic”; nay dinh
chinh tén thudc 1a “Dobenzic 2 mg”.

8.16. Thudc Doropycm 3 MIU, sb ding ky: VD-24988-16 cua Cong ty cb
phén xudt nhap khiu y té Domesco, trong Quyét dinh ghi tén thubc 12 “Doropycin
3 MIU”; nay dinh chinh tén thudc 1a “Doropyein 3 M.IL.U”.

8.17. Thubc Taericon, sé ding ky: VD-25047-16 ciia Céng ty TNHH Phil
Inter Pharma, trong Quyét dinh ghi dia chi cong ty déng ky 13 “Sé 25, dudng sb 8,
khu CN Viét Nam-Singapore, Thuan An, Binh Duong” va ti€u chuén thanh phédm
1 “USP 35”; nay dinh chinh dia chi c6ng ty ding ky 14 “Sé 20, dai 16 Hitu Nghi,
khu CN Viét Nam-Singapore, Thuan An, Binh Duong” va tiéu chuén thanh phim
la “USP 38”.

Cuc Quéan 1y Duoc théng bdo dé cac don vi biét.

Noi nhin: , '
- Nhu trén; S
- BT. Nguy&n Thj Kim Tién (dé b/c); 5
- Thir Truong Lé Quang Cudng (dé blc);

- Cuc Quén y- B% Quéc phong, Cuc Y té - B Cong an;
- Cuc Y té giao thong van tai - B GTVT;

- Téng Cuc Hai Quan - B Tai Chinh;

- Béo hiém xa th Viét Nam; o P .
- Vu Phép ché; Cuc Quan ly Y, Dugc cb truyen Cuc Quan ly Trwong Quoc Cuwong
Kham, chita bénh - Bo Y té; Thanh tra Bo Y té;

- Vién KN thube TW, VKN thuéc TP.HCM,;

- Téng Cdng ty Dugc VN;

- Céc Bénh vién, Vién c6 girong bénh truc thudc BYT;

- Website cia Cuc QLD, Tap chi Dugc & M¥y ph.'flm; P. QLKDD;

- Luu: VP, BDKT (10b).




