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BOGIAO THONG vAN TAl CQNG Hol xA HQI cnu NGHiA VI:¢T NAM

CVC Y TE DQc l~p - T\l' do - H~nh plnic

se. =t-i{ ICYT-NVYD&TTBYT Ha N6i, ngay.29 thang 9 ndm 2016
V/v Dinh chinh quyet dinh c~p SDK

Kinh giri:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tim y t~ chuyen nganh GTVT.

Ngay 21/9/2016, C\lC Quan 1y Duoc - BQ Y t~ co Cong van s6
18427/QLD-DK thong bao di~u chinh mot s6 noi dung trong cac Quyet dinh dp
s6 dang ky thuoc san xu~t trong mroc nhir sau: Quyet dinh s6 20IQD-QLD ngay
12/01/2012, Quyet dinh s6 414/QD-QLD ngay 27/12/2013, Quyet dinh s6
134/QD-QLD ngay 04/03/2014, Quyet dinh s6 679/QD-QLD ngay 08/12/2014,
Quyet dinh s6 514/QD-QLD ngay 09/9/2015, Quyet dinh s6 662/QD-QLD ngay
17/12/2015, Quyet dinh s6 97/QD-QLD ngay 23/03/2016, Quyet dinh s6
297/QD-QLD ngay 15/7/2016.

NQi dung cu th~ cua Cong van v~ viec dinh chinh cac quyet dinh c~p s6
dang ky duoc -dang tai tren Website cua C\lC Y t~ GTVT http://ha.mt.gov.vn;
chuyen m\lC Chi d~o va huang d~n nghi~p V\ly t~.

C\lCY t~ GTVT thong bao d~ cac don vi bi~t va thl,Ic hi~n./. U~

Noi I1Iz{in:
- Nlm tren (Qua website Cl,IC Y t6 GTVT);
- LUll: VT, NVYD&TTBYT.



BOYTE
Cl)C QuAN LY DUQC

S6i(~Lf4f/ QLD-DK
V/v Dinhchinh quyet dinh c§.p SDK

CONG HOA xA HOI CHU NGHiA VIET NAM. . .
DQcl~p - TV do - Hanh plnic

cue Y TE'GIAO~H6NG Vk,NTAl
Ha N9i, ngaYJ4 thdng 9 ameNOG VAN {)EN

26 -09- 2016

Kinh giri: ..T.'>(3 .
- So'Y tS cac tinh, thanh ph6 tnrc thuoc trungL..:.:~;.;L~__:_":"_;::'_----'
- Cac cong ty dang ey co thuoc duoc dinh chinh.

C\lCQuan 1yDiroc - BQY t@thong bao diSu chinh mot s6 nQi dung trong cac
Quyet dinh c§.ps6 dang ky thuoc san xu§.ttrong mroc nhir sau:
1. Quyet dinh s6 20IQD-QLD ngay 12/0112012 cua C\lC tnrong C\lC Quan 1y
Diroc vS viec cong b6 317 ten thuoc san xUdt trong mroc duoc phep 1uu hanh tai
Viet Nam - DQ't 133:

Thuoc Lactacyd Feminine Hygiene, s6 dang ky: VD-16272-12 cua Cong ty
C6 phan duoc pham Sanofi-synthelabo Vi~t Nam, trong Quyet dinh ghi thanh
phan chinh (khong ghi ham luong) la "Acid lactic; Lactoserum atomisat"; nay
dinh chinh thanh phan chinh - ham hrong la "Acid lactic 1,00g/l 00m1;
Lactoserum atomisat 0,93g1100m1".
2. Quyet dinh s6 414/QD-QLD ngay 27112/2013 cua C\lC truang C\lC Quan 1y
DuQ'c vS vi~c cong b6 270 ten thu6c s~mxudt trong nuac duQ'cphep 1uu hanh t;;ti
Vi~t Nam - DQ't143:

Thu6c Ecingel, s6 dang ky-: VD-20169-13 cua Cong ty c6 phftn duQ'cphAm
Agimexpharm, trong Quy@tdinh ghi quy cach dong goi 1a "HQp 1 tuyp nhva 19";
nay dinh chinh quy cach dong goi 1a"HQp 1 tuyp nhva 109".
3. QuySt dinh s6 134/QD-QLD ngay 04/03/2014 'cua C\lC truang C\lC Quan 1y
DuQ'c vS vi~c cong b6 204 ten thu6c san xUdt trong nuac duQ'cphep 1uu hanh t;;ti
Vi~t Nam - DQ't 144:

Thu6c Midazoxim Ig, s6 dang ky: VD-20452-14 cua Cong ty c6 phAn dUQ'c
phAmMinh Dan, trong Quy@tdinh ghi dia chi nha san xUdt 1a"Lo E2, dUOngN4,
KCN Hoa Xa, TP Nam Dinh, Vi~t Nam"; nay dinh chinh dia chi nha san xUdt 1a
"Lo N8, dUOngN5, Khu cong nghi~p Hoa Xa, TP. Nam Dinh, Vi~t Nam"
4. QuySt dinh s6 679/QD-QLD ngay 08/12/2014 cua C\lC truang C\lC Quan 1y
DuQ'c vS vi~c cong b6 281 ten thu6c san xu§.t trong nuac duQ'cphep 1uu hanh t;;ti
Vi~t Nam - DQ't 148:

Thu6c BFS-Hyoscin, s6 dang ey: VD-22024-14 cua Cong ty TNHH MTV
duQ'cphAm TW 1 dang ky, Cong ty C6 phAn duQ'cphAm CPCl Ha NQi san xudt,
trong QuySt dinh ghi quy cach dong goi 1a "HQp 2 vi, hQp 4 vi, hQp 10 vi. Vi 5
6ng x Im1"; nay dinh chinh quy cach dong goi 1a "HQp 2 vi, hQp 4 vi, hQp 10 vi.
Vi 5 6ng nhva x 1m1".
5. QuySt dinh s6 514/QD-QLD ngay 09/9/2015 cua C\lC truang C\lC Quan ly
DuQ'cvS vi~c ban hanh Danh m\lc 720 ten thu6c san xUdt trong nuac duQ'ccdp s6
dang ky 1uu hanh t;;tiVi~t Nam - DQ't 151:

Thu6c Brometic 2mg/l0m1, s6 dang ky: VD-23326-15 cua Cong ty TNHH
duQ'c phAm VNP dang ky, Cong ty C6 phftn duQ'c phAm CPC 1 Ha NQi san xudt,
trong QuySt dinh ghi ho;;ttchdt, ham 1ugng 1a"Bromhexin (du6i d;;tngBromhexin
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hydroclorid) 2mg/1 Om1"; nay dinh chinh hoat chftt, ham hrong hi "Bromhexin
hydroclorid 2mg/1 Om1".
6. Quyet dinh s6 662/QD-QLD ngay 17/12/2015 cua C\lC tnrong C\lC Quan 1y
Duoc vS viec ban hanh Danh muc 626 ten thuoc san xuftt trong mroc duoc cftp s6
dang ky 1uu hanh tai Viet Nam - Dgt 152:

Thuoc Losartan Stada 100 mg, s6 dang ky: VD-23973-15 cua Cong ty
TNHH LD Stada-Viet Nam, trong Quyet dinh ghi hoat chftt, ham hrong la
"Losartan kaki 100 mg"; nay dinh chinh hoat chftt, ham hrong la "Losartan ka1i
100mg";
7. Quyet dinh s6 97/QD-QLD ngay 23/03/2016 cua C\lC tnrong C\lC Quan 1y
Duoc vS viec cong b6 Danh muc 605 ten thudc san xuftt trong nuoc diroc cftp s6
dang ky 1uu hanh tai Viet Nam - Dot 153:

7.1. Thu6c Acyclovir Stada 200 mg, s6 dang ky: VD-24572-16 cua Cong ty
TNHH LD Stada-Viet Nam, trong Quyet dinh ghi Tieu chuan thanh pham la
"TCCS"; nay dinh chinh Tieu chuan thanh pham la "BP 2012".

7.2. Thu6c Fitocoron-F, s6 dang ky: VD-24524-16 cua Cong ty TNHH duoc
ph~m Fito pharma, trong QuySt dinh ghi quy cach dong goi 1a "HQp 10 vi x 10
vien nang" va hOl;ltchftt chinh-ham 1ugng 1a "M6i vien chua: Cao kho dugc 1i~u
153,3mg (tuong duong Dan sam 611mg; Tam thftt 70mg); BQtmin dugc 1i~ug6m
Tam thftt 140mg; Dan sam 64mg"; nay dinh chinh quy cach dong goi la "Chai 40
vien; HQP 10 vi x 10 vien" va hOl;ltchftt chinh-ham lugng 1a"M6i vien chua: Cao
kho dugc li~u 153,3mg (tuong duong Dan sam 611mg; Tam thftt 70mg); BQtmin
dugc 1i~ug6m Tam thftt 140mg; Dan sam 64mg; Bang phi@nt6ng hgp 12 mg".

7.3. Thu&c Sang m~t, s6 dang ky: VD-24070-16 cua Cong ty c6 ph~n cong
ngh~ cao Traphaco, trong QuySt dinh ghi hOl;ltchftt chinh- ham 1ugng 1a"Th\lc dia
125 mg; Hoai son 160mg; Duong quy 160 mg; Cao d~c trl;lch ta (tuong duong
100mg trl;lch ta) 40mg; Cao d~c ha thu 0 do (tuong duong 200mg ha thu 0 do)
40mg; Cao d~c thao quySt minh (tuong duang 200mg thao quySt minh) 50mg;
Cao d~c cuc hoa (tuong duong 200mg cuc hoa) 24mg; Cao d~c hl;l kho thao
(tuong duong 125mg hl;lkho thao) 12,5mg"; nay dinh chinh hOl;ltchftt chinh- ham
lugng 1a"Th\lc dia 125 mg; Hoai son (bQt) 160mg; Duong quy (bQt) 160 mg; Cao
d~c r@trl;lchta (tuong duang 100mg trl;lchta) 40mg; Cao d~c r@ha thu 0 do (tuong
duong 200mg ha thu 0 do) 40mg; Cao d~c hl;lt thao quYSt minh (tuong duang
200mg thao quySt minh) 50mg; Cao d~c hoa cuc hoa (tuang duong 200mg cuc
hoa) 24mg; Cao d~c qua hl;lkho thao (tuong duong 125mg hl;lkho thao) 12,5mg".
8. QuySt dinh s6 297/QD-QLD ngay 15/7/2016 cua C\lC tru6ng C\lC Quan 1y
Dugc vS vi~c cong b6 404 ten thu6c san xuftt trong nuac dugc phep 1uu hanh tl;li
Vi~t Nam - Dgt 154:

8.1.Thu6c Kisinstad, s6 dang kJ: VD-24963-16 cua Cong ty c6 ph~n
Pymepharco, trong QuySt diBh ghi hOl;ltchftt, ham 1ugng la "Alpha-chymotrypsin
5mg (tuong duang 5000 dan vi USP)"; nay dinh chinh hOl;ltchftt, ham 1ugng 1a
"Alpha-chymotrypsin 5mg (tuong duong 5000 IU)".

8.2. Thu6c Huong lien vien hoan TP, s6 dang ky: VD-24971-16 cua Cong
ty c6 ph~ thuong ml;lidugc ph~m va trang thiSt bi y t@Thu~n Phat dang ky, Cong
ty Cong ty c6 ph~ dugc v~t tu y tS Hai Duong san xuftt, trong QuySt dinh quy
cach dong goi 1a"HQP 30 g6i x 5g"; nay dinh chinh quy cach dong goi 1a"HQP 30
g6i x 5g, hQp 1 1<;>x 50g".
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8.3. Thuoc Sumatriptan MKP 50, s6 dang ky:VD-249S3-16 cua Cong ty c6
phan hoa-duoc pham Mekophar, trong Quyet dinh ghi hoat chat, ham hrong la
"Sumatriptan 50mg"; nay dinh chinh hoat chat, ham hrong la "Sumatriptan (diroi
dang Sumatriptan succinat) 50mg".

8.4. Thu6c Nemicollyre, s6 dang ky: VD-24930-16 cua Cong ty c6 phan
duoc v~t tu y tS Hai Duong, trong Quyet dinh ghi hoat ch§.t, ham hrong la "M6i
Sml chua: Neomycin base (diroi dang Neomycin base) 17mg; Dexamethason
(duoi dang Dexamethason natri phosphat) Smg"; nay dinh chinh hoat ch~t, ham
hrong la "M6i Sml chua: Neomycin (duoi dang Neomycin sulfat) 17.000 IU;
Dexamethason natri phosphat Smg".

8.S. Thubc Siro B6 ty PIH, VD-24999-16 cua cong ty TNHH Dong duoc
Phuc Hung, trong Quyet dinh ghi quy each dong goi la "HQP 1 1<;>x 90ml; hQp 1
1<;>x 100ml; hQP 1 1<;>x 2Sml"; nay dinh chinh quy each dong goi hi "HQp 1 1<;>x
90ml; hop 1 1<;>x 100m1; hQP 11<;>x 125m1".

8.6. Thuoc Omcetti 300mg, VD-24840-16 cua cong ty C6 phfin duoc pham
Phuong Dong, trong Quyet dinh ghi tieu chuan thanh pham la "USP 34"; nay dinh
chinh tieu chuan thanh pham la "USP 38".

8.7. Thu6c Supodatin, VD-24841-16 cua cong ty C6 phan duoc pham
Phuong Dong, trong Quyet dinh ghi ten thu6c la "Sudopatin"; nay dinh chinh ten
thu6c 1a"Supodatin".

8.8. Thu6c Leolen Forte, s6 dang ky: VD-24814-16 cua Cong ty C6 phfin
duQ'cph~m OPC, trong QuySt dinh ghi thanh phfin chinh - ham lUQ'llgla "Cytidin-
5'-disodium monophosphat Smg; Uridin-S'-trisodium triphosphat 3mg"; nay dinh
chinh thanh phfin chinh - ham lUQ'ngla "Cytidine-S'-disodium monophosphate
5mg; Uridine-5'-trisodium triphosphate 3mg (tuong duong Uridine 1,33mg)".

8.9. Thu6c Kingloba, s6 dang leY: VD-24938-16 cua Cong ty C6 phfin
DuQ'c-Trang thiSt bi Y tS Binh Dinh, trong QuySt dinh ghi thanh phfin chinh -
ham 1uQ'llg1a"Cao kho la b~ch qua (Extractum Folium Ginkgo siccum tuong Ung
vai 1,6g duQ'c 1i~u la b~ch qua) 40mg"; nay dinh chinh thanh phfin chinh - ham
1uQ'llg1a"Cao kho la b~ch qua (Extractum Folii Ginkgo siccus tuong Ung vai 1,6g
duQ'cli~u la b~ch qua) 40mg".

8.10. Thu6c Vudu-paracetamol, s6 dang ky: VD-24860-16 cua Cong ty C6
phfin duQ'c phb Tipharco, trong QuySt dinh ghi d~ng bao chS la ""ien nen bao
phim"; nay dinh chinh d~ng bao chS 1a"vien nen dai".

8.l1. Thu6c Bat Tran, s6 dang ky: VD-2S007-16 cua cong ty TNHH duQ'c
ph~m Fito Pharma, trong QuySt dinh ghi ho~t ch~t chinh- ham 1uQ'llg1a"M6i vien
chua 267 mg cao kho duQ'c1i~utuong duong: Thl)c dia 364 mg; Duong quy 297,3
mg; Dang sam 242 mg; B~ch tru~t 242 mg; B~ch thuQ'c 202 mg; B~ch linh 17S,7
mg; Xuyen khung 142 mg; Cam thao 20 mg; BQt min duQ'c li~u bao gam: Duong
quy 66,7 mg; B~ch linh 66,3 mg; B~ch thuQ'c 40 mg; Xuyen khung 40 mg; Cam
thao 20 mg"; nay dinh chinh ho~t ch§.t chinh- ham lUQ'llg1a "M6i vien chua 267
mg cao kho duQ'c 1i~u tuong duang: Thl)c dia 364 mg; Duong quy 297,3 mg;
Dang sam 242 mg; B~ch tru~t 242 mg; B~ch thuQ'c 202 mg; B~ch 1inh 17S,7 mg;
Xuyen khung 142 mg; Cam thao 102 mg; BQtmin duQ'c li~u bao gam: Duong quy
66,7 mg; B~ch linh 66,3 mg; B~ch thuQ'c 40 mg; Xuyen khung 40 mg; Cam thao
20 mg".

8.12. Thu6c Naphacollyre, s6 dang ky: VD-24677-16 cua Cong ty c6 phfin
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diroc pham Nam Ha, trong Quyet dinh ghi Hoat ch~t chinh-ham hrong la "M6i .
100 m1 chua: Natri su1facetamid 109; Chlorpheniramin ma1eat 20 mg;
Naphazo1in nitrat 2 mg; Berberin hydroclorid 2 mg"; nay dinh chinh Hoat chit
chinh- ham hrong la "M8i 100 ml chua: Natri sulfacetamid 109; Chlorpheniramin
maleat 20 mg; Naphazolin nitrat 25 mg; Berberin hydroclorid 2 mg".

8.13. Thu6c Tangelan, s6 dang ky: VD-24919-16 cua Cong ty c6 phan diroc
Vacopharm, trong Quyet dinh ghi Hoat chit chinh-ham Iuong la "N-Acety1-D,L­
Leucin 500mg"; nay dinh chinh Hoat chit chinh- ham hrong 1a "N-Acetyl-DL­
Leucin 5OOmg".

8.14. Thu6c Bat vi qw~phu, s6 dang ky: VD-24972-16 cua Cong ty c6 phan
Traphaco dang ky va Cong ty c6 ph~n cong nghe cao Traphaco san xuit, trong
Quyet dinh ghi Hoat chit chinh-ham hrong la "Cao phu til (nrong duong 37,7 mg
phu til) 7,7mg; Cao duoc lieu (nrong duong: thuc dia 217mg; hoai son 109mg;
son thu 109mg; bach linh 82mg; trach tit 82mg) 283mg; B9t mfiu don bi 84mg;
b9t quS 28mg"; nay dinh chinh Hoat chit chinh- ham hrong la "Cao phu til (nrong
duong 37,7 mg phu ill) 7,7mg; Cao h6n hop (tuong duong: thuc dia 217mg; hoai
son 109mg; son thu 109mg; bach linh 82mg; trach ta 82mg) 283mg; B9t mfiu don
bi 84mg; bet quS 28mg".

8.15. Thu6c Dobenzic, s6 dang ky: VD-24982-16 cua Cong ty c6 phk xuit
nh~p kh~u y tS Domesco, trong QuySt diM ghi ten thu6c hi "Dobenzic"; nay dinh
chinh ten thu6c 1a"Dobenzic 2 mg".

8.16. Thu6c Dor~pycin 3 MIU, s6 dang ky: VD-24988-16 cua Cong ty c6
phk xuii nh~p kh~u y tS Domesco, trong QuySt diM ghi ten thu6c 1a"Doropycin
3 MIU"; nay dinh chinh ten thu6c la "Doropycin 3 M.LU".

8.17. Thu6c Taericon, s6 dang ky: VD-25047-16 cua Cong ty TNHH Phil
Inter Pharma, trong QuySt dinh ghi dia chi cong ty dang kY 1a"S6 25, duemg s6 8,
khu CN Vi~t Nam-Singapore, Thu~ An, Binh Duong" va tieu chu~n thanh ph~m
1il"USP 35"; nay dillh chinh dia chi cong ty dang ky 1il"S6 20, d~i 19Hfru Nghi,
khu CN Vi~t Nam-Singapore, Thu~ An, Blnh Duong" va tieu chuk thanh ph~m
1a"USP 38".

C\lCQuan 1yDuQ'cthong bao dS cac don vi biSt.

Nui nh{in:
- Nhu tren;
- BT. Nguy~nThi Kim Ti~n (d~ b/c);
- Thu Truong Le Quang CUOng(d~b/c);
- Cvc Quin y - BQQu6c phong, Cvc Y t~ - BQCong an;
- Cvc Y t~ giao thOngv~n titi - BQGTVT;
- T6ng Cvc Hai Quan - B9 Tili Chinh;
- Bao hi~mxa h9i Vi~tNam;
- Vv Phap ch~; Cvc Quan ly Y, Duqc c6 truy~n; Cvc Qulin ly TrU'O'ng Quae CU'iYng
Kham, chua b~nh - B9 Y t~; Thanh tra B9 Y t~;
- Vi~nKN thu6c TW, VKN thu6c TP.HCM;
- T6ng Cong ty Duqc VN;
- Cac B~nhvi~n,Vi~n c6 ghrOngb~nh tn,rcthuQcBYT;
- Website cua CI,lCQLD, Tl;lPchi DuQ'c& My phAm;P. QLKDD;
- Luu: VP, DKT (lOb).
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