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Doc lap - Tr do - Hanh phuc

TP. H6 ChiMinh, ngay 03 thang 11 nam 2023

Kinh gii'i: TRUNG TAM MUA SAM T~P TRUNG THUOC QUOC GIA

Tru6c tien, Cong ty C6 phful Duqc Li?u Trung lfang 2 xin cam ansµ h6 trq cua Quy Trung Tam
d6i v6i cong ty chung toi. Trong nhiSu nam liSn, cac san phfim cua cong ty chung toi da duoc Quy
Trung Tam, Quy B?nh Vi?n tin tm'mg va sr dung de dieu tri cho b?nh nhan.

Chung toi xin tran trong thong bao den Quy Trung Tam san phfim Paracetamol Kabi AD da duoc
Cuc Quan Ly Duqc dp s6 dang ky gia han theo quySt dinh s6 146/QD-QLD dqt 105 ngay 02/03/2023
v6i thong tin chi tiSt nhubn duoi:

Ten theo visa S6 dang ky cfi S6 dang ky m6'i

Paracetamol Kabi AD VN-20677-17 400110022023

Cong ty se cung ung san phfim v6i s6 dang ky 400110022023 den cac ca s& y tS duqc phan b6
theo quySt dinh 57, 58, 59 /QD-TTMS ngly 03/08/2022 cua Trung Tam Mua Slim T~p Trung
Thu6c Qu6c Gia ngay khi san phfim c6 s6 dang ky VN-20677-17 duqc cung ung hSt.

San phfim Paracetamol Kabi AD s6 dang ky 4001 10022023 la gia han cua s6 dang ky VN-20677­
17. Cac thong tin vs ten thu6c, CCY s& san xuat, tuoi tho, tinh dap ung nguyen tile, tieu chu.in GMP cua
ca s& san xuat, ti@u chuan chat luong cua thu6c Paracetamol Kabi AD khong thay doi gira hai s6 dang
ky.

Chung toi rat mong nhan duo syr ho try va hop tac cua Quy Trung Tam hy vong moi quan he
gifra Quy Trung Tam va Cong ty C6 Phin Duqc Li?u Trung lfang 2 ngay cang t6t dyp.

Tran trong cam on.

Noi nh@n:
-Nhu tren;
-Luu VT, TBV

h§n DU'Q'C Ii~u Trang ll'O'ng 2M--.

BOC DV AN THAU Btml vrtN
Hoang Van Phuc
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Ha N(Ji, ngay 02 thango3niim 2023

QUYETDlNH
vi vi~c ban hanh danh m1.1c 170 thu6c nll'O'c ngoai

duge gia han giay dang k lru hanh tai Viet Nam - Dot 112

eve TRUONG eve QUAN LY DUC}e
Can cu Lwj.t Du(Yc s6 105/2016/QHl3 ngay 06/4/2016;

Can cir Nghi djnhs6 95/2022/NEJ-CP ngay 15/11/2022 cua Chinh phu quy
dinh chuc nang, nhi¢m v~, quyJn h«n va CO' cdu to chtc cua B(J Y ti;

Can cu Quyit djn.h s6 7868/QFJ-BYT ngay 28/12/2018 cua B(J truong B(J Y
ti quy dinh chrc nang, nhiem vu, quyen hqn va CO' cdu t6 chirc cua C~c Quan ly
Du(Yc thu9c B(J Y ti;

Can cu Thong tu s6 08/2022/TT-BYT ngay 05/09/2022 cua B(J tru6ng B(J Y
ti quy djnh vi¢c dang ky luu hanh thu6c, nguyen li¢u lam thu6c;

Can cir y !din cita H(Ji d6ng tu vdn ·ccip gidy dang ky hru hanh thu6c,
nguyen li¢u lam thu6c - B{3 Y ti;

Theo de nghi cita Truongphong FJan.g ky thu6c - Cttc Quan lyDu()'c.

QUYETDfNH:

Dieu 1. Ban hanh kem theo Quyet dinh nay danh muc 170 thu6c mr&c
ngoai duqc gia han giay dang ky luu hanh tai Viet Nam - BQ"t 112, bao g6m:

1. Danh muc 161 thu6c nu&c ngoai duqc gia han giay dang ky luu hanh
hi@u lgc 05 nam - Dot 112 (tai Phu luc I kem theo).

2. Danh m\lc 09 thu6c nu6-c ngoai duqc gia han giay dang ky luu hanh
hi~u h,rc 03 nam - BQ"t 112 (tai Phu luc II kem theo).

Diiu 2. Ca s& san xu§.t va ca so dang ky thu6c c6 trach nhi~m:

1. Cung cftp thu6c vao Vi?t Nam theo dung cac ho so tai lieu da dang ky
v&i B◊ Y tS va phai in hoc dan so dang ky duqc Be) Y tS cftp len nhan thu6c.

2. Chap hanh day du phap luat cua nu6c CHXHCN Viet Nam va cac quy
dinh cua Bo Y te ve nhap khau thuoc va luu hanh thuoc tai Viet Nam, neu co bat
cu thay doi gi trong qua trinh luu hanh thu6c 6 nu6"c so tai va 6· Vi?t Nam thi
phai bao cao ngay cho Cuc Quan ly Due -B Y t€ Vi?t Nam.

3. Thvc hi@n vi@c cap nhat tieu chuan chat lurong cua thu6c theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B9 truong Be) Y t€ quy
dinh ve chat lrong thu6c, nguyen lieu lam thu6c.
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4. Thuoc duoc gia han giay dang ky luru hanh tai Phu luc I va Phu luc II
QuySt djnh nay nhung chua n9p h6 so cap nhat n9i dung nhan thu6c, to· hu6ng
d~n su dl)ng thu6c theo quy dinh tai Thong tu 0 1/2018/TT-BYT ngay
18/01/2018 cua Bo trung Bo Y te thi phai thrc hi@n viec cap nhat theo quy
dinh tai diem b Khoan 1 Dieu 37 Thong tu s6 01/2018/TT-BYT trong thoi han
12 thang ke tt ngay du_;qc gia han giay dang ky luu hanh.

5. Sau 12 thang ke tr ngay ky ban hanh Quyet djnh nay, cac thu6c dugc
gia han giay dang ky luu hanh tai Phu luc I va Phu luc II c6 thay d6i v@ n9i dung
hanh chinh (bao g6m ca mdu nhiin va tix hubng ddn SU d1:1ng) phai nh~p khfiu,
luru hanh voi cac n9i dung da duqc phe duyet thay d6i trong h6 sa dang ky gia
han.

6. Ph6i hqp v6i cac ca sa di€u tri d€ thvc hi~n theo dung cac quy djnh
hi~n hanh v€ thu6c ke dan, theo doi an toan, hi?u qua, tac dung khong mong
mubn cua thu6c tren nguai Vi~t Nam va t6ng hqp, bao cao theo quy dinh tai
Di@u 5 Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 cua B9 truong Be) Y te
quy dinh vi~c dang ky luu hanh thu6c, nguyen lieu lam thu6c d6i v6i cac thu6c
thm)c Danh myc tai Phu luc II ban hanh kem theo Quy@t djnh nay.

7. Ca sa dang ky phai dam bao duy tri dieu kien hoat dong cua ca sa dang
ky trong thai gian hieu lgc cua gifiy dang ky luu hanh thu6c, nguyen lieu lam
thu6c. Trong truang hqp khong con dap mng du di@u ki~n ho?t d9ng, ca sa dang
ky phai c6 trach nhi~m thµc hi~n thay d6i ca so dang ky theo quy dinh tai Thong
tu s6 08/2022/TT-BYT ngay 05/9/2022 cua B9 truong B9 Y tS trong thai lwn 30
ngay ke tr ngay co so dang ky khong con du dieu kien hoat dong.

8. Co so dang ky thuoc phai bao cao Bo Y te ve cap nhat tinh trang dap
ung Th1,rc hanh tbt san xufit cua ca so· san xuftt thu6c, nguyen lieu lam thu6c.
Truang hqp ca sa san xuftt bj thu h6i gifiy phep san xuat hojc khong dap rng
Thµc hanh t6t san xufit thu6c, nguyen lieu lam thu6c 6 nu6c so tai, co so· phai
thµc hi~n vi~c bao cao trong thoi han 15 ngay ke tr ngay c6 thong bao cua co
quan quan ly c6 th§.m quy@n nu6c so tai theo quy djnh t<;ti diSm d khoan I Di~u
100 Nghj djnh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi
tiet mot so dieu va bi@n phap thi hanh Luat Dugc.

9. D6i v6i cac thu6c c6 s6 th(r tµ 8, 9, 10, 11, 15, 16, 17, 20, 21, 33, 37,
57, 58, 67, 88, 93, 94, 95, 132, 140, 145, 146, 147, 153, 159 t<;ti Phu luc I c6 de
nghi thay doi mau nhan, huong dan st dl)ng trong h6 sa dang ky gia Iwn: Ca sa
dangk thgc hien thu tgc de nghi thay d6i mfru nhan, ta huang dfrn sir dl)ng theo
hinh thuc dang ky thay d6i b6 sung sau khi Quy@t djnl1 nay c6 hi~u lµc.

10. Cac thu6c duqc gia h<;tn gifty dang ky luu hanh tai Phu luc I va Ph1,1 l1,1c
II QuySt djnh nay duqc tiSp 11,lc sir di,mg s6 dang ky da cfip tru6c khi gia han
trong thoi han toi da 12 thang ke tr ngay duqc cftp s6 dang ky gia han theo quy
dinh tai Phu luc VI ban hanh kem theo Thong tu s6 08/2022/TT-BYT.

Dieu 3. Quyet dinh co hi@u lgc ke tr ngay ky ban hanh.



Dieu 4. Giam d6c So Y t€ cac tinh, thanh ph6 tnJc thu9c trung mmg, giam
doc nha san xuat va co so dang ky co thuoc tai Dieu 1 chiu trach nhiem thi hanh
Quyet dinh nay./.

No'i nlt911: ,,,;--- . eve TRU'ONG
- Nhr Dieu 4;
- BQ tnr~g (d€ b/c);
- TTr. Do Xuan Tuyen (d€ b/c); · · -,
- C1,1c Quan Y - B(l Quf>c phong, Cl)c Y t€ - BQ Co ,,.,..,----··
an; C1,1c Y t€ GTVT - B(l Giao thong v~n tai; T~ ...._ __.,.. ,,..., -
Cuc Hai quan - BQ Tai chinh;
- Bao hi€m Xii hQi Vi~t Nam;
- B9 Y t€: V1,1 PC, Ce QLYDCT, Ce QLKCB, Vu Tun Cuong
Thanh tra B(l.
- S6 Y t€ cac tinh, thanh phf> trµc thu(lc Trung uong;
- Vien KN thuf>c TU', Vi~n KN thuf>c TP. HCM;
- T6ng Cong ty Duqc VN-CTCP; Cac Cong ty XNK
dugcphim; ·
- Cac Benh vien & Vien co giurong benh trrc thujc
BYT;
- Cac phong C1,1c QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP Cc; Website Cuc QLD.
- Luu: VT, DKT (!Ob).



Phu lge I

DANH MUC 161 THUOC NU'UC NGOAI DU'QC GIA HAN GIAY DANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM- DOT 112

(Ban hanh kem theo quyet dinh so: . ..1.4.f? .... ./OD-OLD, ngdy 92.03./.2023ca Cuc Quan l Duoc)

S6 dang ky s6
Hoat chat chinh ­ Dang Quy each Tieu Tui gia han lan

STT Ten thu6c Ham lugng bao che dong goi chufin thQ (So ding k gia
(thang) da cfip) han

(1) (2) (3) (4) (5) (6) (7) (8) o)
1. CO' srr dang ky: A. Menarini Singapore Pte. Ltd. (Dia chi: 30 Pasir PanjangRoad, #08-32 Mapletree
Business City, Singapore 117440, Singapore)
1.1. Co so san xuat: Gilead Sciences Ireland UC (Dja chi: IDA Business and Technology Park,
Caniztohill, Co. Cork, Ireland)

1 Vemlidy Tenofovir vien nen Hop 1 lox NSX 48 539110018823 01
alafenamide (du6i bao phim 30 vien (VN3-249-19)
dang Tenofovir
alafenamide

fumarate) 25mg
2. CO' SO' dang ky: Abbott Laboratories (Singapore) Private Limited (Dfa chi: 3 Fraser Street, #23-28
DUO Tower Singapore 189352, Singapore)
2.1. Co· so san xuat: Laboratorios Recalcine S.A. (Dfa chi: Av. Carrascal No. 5670, Quinta Normal,
Santiago, Chile)

2 Drosperin Drospirenone 3mg , Vien nen H('>p 1 vi x NSX 36 780110018923 01
Ethinyl estradiol bao phim 28 vien, (21 (VN-16308-13)

0,03mg vien co chra
hoat chat, 7
vin chi
chlra ta
duqc)

3 Rinofil Drospirenone 3mg , Siro H('>p 1 Chai NSX 24 780110019023 01
syrnp Ethinyl estradiol x 100ml; (VN-18922-15)

2.5mg/5ml 0,03mg H('>p 1 Chai
x 15ml

3. CO' so· dang k: Actavis International Ltd (Dia chi: No.4 SQAQ Tal-gidi O.ff'Valletta Road, Luqa LQA
6000, Malta)
3.1. CO's san xuat: Actavis Ltd. (Dfa chi: BLB 016 Bulebel Industrial Estate, Zejun, ZTN 3000, Malta)

4 Olmed 5mg Olanzapine 5mg Vin nen Hop 4 vi x 7 NSX 36 535110019123 01
bao him vien 'VN-17627-14)

3.3. CO' SO' san xuat: Balkanpharma - Razgrad AD (Dia chi: 68, Aprilsko vastanie Blvd. 7200 Razgrad,
Bulgaria)

7 Dex-Tobrin Tobramycin 3mg/ml H6n dich H('>p 1 lo NSX 24 380110019423 01
(duoi dang nho mat (VN-16553-13)

tobramycin sulfate);
Dexamthasone

lmg/ml

3.2. CO' SO' san xuat: Actavis Ltd. (Dfa chz': BLB0J5-016Bulebel Industrial Estate, Zeitun, ZTN 3000, Malta)
5 Freeclo Clopidogrel (du6i Vien nen H('>p 3 vi x NSX 36 535110019223 01

dang Clopidogrel bao phim 10 vien (VN-15593-12)
bisulfate) 75mg

6 · Olmed Olanzapine 1 0n\.g · Vien nen H('>p 4 vi x 7 NSX 36 535110019323 01
10mg bao phim vien (VN-16887-13),



S6 ding ky s6
Hoat chat chinh ­ Dang Quy each Tieu Tu6i gia han Ilin

STT Ten thu6c Ham lugng bao che dong goi chuiin thq (S6 dingk gia
(thang) d cap) han

(1) (2) (3) (4) (5) (6) (7) (8) (9)
12. CO' scr dang ky: Chong Kun Dang Pharm. Corp. (Dia chi: Chungjeongno3 (sam)-ga, 8 Chungjeong­
ro, Seodaeum-gu, Seoul, Korea)
12.1. CO' scr san xuit: Chong Kun Dang Pharmaceutical Corp. (Dia chi: 797-48, Manghyang-ro,

13. Co so dang ky: Cong ty Co phan Duge MK Vi@t Nam (Dfa chi: 0 ctat so 42, l6 tat TT-A2, khu d6
thi thanh pho Giao Luu, Phuong C6 Nhue 2, Quan Bae TiLiem, Thanh phoHN6i, Viet Nam)
13.1. CO' so san xuat: Softgel Healthcare Pvt., Ltd. (Dia chi: SurveyNo: 20/1, Vandalur-Kelambakkam
Road, Pudu akkam villa e, Kanchee uram District, Tamilnadu - 603103, India

Seonggeo-eup, Seobuk-gu, Choenan-si, Chungcheongnam-do 331-831, Korea)
27 CKDCande Candesartan Vien nen Lo 30 vien NSX 36 880110021423 01

more Plus cilexetil 16mg; (VN-18626-15)
tab. Hydrochlorothiazide

16112.5mg 12,5mg
28 CKDMyrept Mycophenolate Vien nen H9p 10 vi x NSX 36 880110021523 01

Tab. 500mg mofetil 500mg bao phim I0 vien (VN-17851-14).

.\
-.l

14.Co soding ky: Cong tyco phanFresenius Kabi VietNam(Diachi:Khuvuc 8,phrng NhonPhi,
thanh pho QuwyNhon,BinhDinh,VietNam)

29 Tilbec 10 Isotretinoin I0mg , Vien nang Hop3 vi x BP 24 890110021623 01
in€m 10 vien 2020 VN-17884-14

14.1. CO' scr san xuat: Fresenius Kabi AB (Dia chi: Rapsgatan 7, Uppsala, 75174, Sweden)
30 Smofkabive Tui 3 ngan 1206ml cht'.ra: Nhu Toi 3 NSX 18 730110021723 01

n Peripheral 656ml dung dich glucose tuang ngan (VN-20278-17)
13% (Glucose 85 gam ti@m 1206ml;

(dang Glucose truyen Tln'mg4
monohydrat)) + 380ml ti 3
dung dich acid amin c6 ngan

di~n giai (Alanin 5,3 gam; 1206ml;
Arginin 4,6 gam; Calci Tui 3
clorid 0,21 gam (dang ngan
Calci clorid dihydrat); 1448ml;

Glycin 4,2 gam; Histidin Thung 4
1, 1 gam; Isoleucin 1,9 tui 3
gam; Leucin 2,8 gam; ngan
Lysin 2,5 gam' (d~ng 1448ml

Lysin acetat); Magnesi
sulfat 0,46 gam (dang

Magnesi sulfat
heptahydrat); Methionin
1,6 gam; Phenylalanin 1,9
gam; Kali clorid 1, 7 gam;
Prolin 4,2 gam; Serin 2,5
gam; Natri acetat 1,3 gam

(dang Natri acetat
trihydrat); Natri

glycerophosphat 1,6 gam;
Taurin 0,38 gam;
Threonin I, 7 gam;

Tryptophan 0,76 gam;
Tyrosin 0,15 gam; Valin
2,4 gam; Kem sulfat 0,005
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So ding k sos Ten thu6c Hoat chat chinh -Ham D;mg Quy Ti@u Tu6i gia han ln
T lugng bao each chuan thQ (So dang ky gia
T che dong goi (thang) da cap) han
(1) (2) (3) (4) (5) (6) (7) (8) (9)

gam (d;mg Kem sulfat
heptahydrat)) + 170ml nhu
tuong ma 20% (Dau dau
tuong tinh che I 0,2 gam;
Triglycerid mach trung
binh 10,2 gam; Dau o-liu
tinh che 8,5 gam; Dau ca
giau acid beo omega-3 5,1

gam).
Ti 3 ngan 1448ml chi'.ra:
788ml dung djch glucose
13% (Glucose 103 gam

(dang Glucose
monohydrat)) + 456ml
dung djch acid amin c6

di~n giai (Alanin 6,4 gam;
Arginin 5,5 garn; Calci
clorid 0,26 gam (dang
Calci clorid dihydrat);

Glycin 5,1 gam; Histidin
1,3 gam; Isoleucin 2,3
gam; Leucin 3,3 gam;
Lysin 3,0 gam (d;mg

Lysin acetat); Magnesi
sulfat 0,55 gam (dang

. Magnesi sulfat
heptahydrat); Methionin
1,9 gam; Phenylalanin 2,3
gam; Kali clorid 2,0 gam;
Prolin 5,1 gam; Serin 3,0
gam; Natri acetat 1,6 gam

(dang Natri acetat
trihydrat); Natri

glycerophosphat 1,9 gam;
Taurin 0,46 gam;
Threonin 2,0 gam;

Tryptophan 0,91 gam;
Tyrosin 0, 17 gam; Valin
2,9 gam; Kem sulfat 0,006

gam (d?ng Kem sulfat
heptahydrat)) + 204ml nhu
trong mo 20% (Dau dau
tmmg tinh che 12,3 gam;
Triglycerid mach trung
binh 12,3 gam; Dfiu o-liu
tinh che 10,1 gam; Duca
giau acid beo omega-3 6,1

gam)

6



'400U0022023
(VN-20677-17)

i24NSXParacetamol Dung dich Lo 100ml;Hop
JQQQ!!lg/lo'6ml) HiiJfuifuy6n/ JO 19 fOOml

14.3. Co so san xuat:Fresenius KabiDeutschland GmbH (Dia chi:Freseniusstrae 1,61169Friedberg,
G

33' ;; .
%
tlihttd.nttni

S6 ding k s6
Hoat chat chinh ­ Dang Quy each Tieu Tu6i gia han lan

STT Ten thu6c Ham hrqng bo che dong goi chuan thQ (So dang ky gia
(thang) da cap) han

(1) (2) (3) (4) (5) (6) (7) (8) (9)
14.2. CO' s& san xuat: Fresenius Kabi Austria GmbH (Dia chi: Hafnerstra/3e 36, 8055, Graz, Austria)

31 Smofkabiven Tui 3 ngan 493ml Nhu Tui 3 ngan NSX 18 900110021823 01
Central chua: L-Alanin 3,5 tucmg 493ml; (VN-19953-16)

gam; L-Arginin 3,0 tiem Thung 6
gam; Glycin 2,8 gam; truyen tui 3 ngan
L-Histidin 0,8 gam; 493ml
L-Isoleucin 1,3 gam;
L-Leucin 1,9 gam; L-
Lysin (duoi dang L­
Lysin acetat) 1,7

gam;
32 Smofkabiven Tui 3 ngan 493ml Nhu Tui 3 ngan NSX 18 900110021923 01

Electrolyte chua: L-Alanin 3,5 tuong 493ml; (VN-19954-16)
free gam; L-Arginin 3,0 tiem Thung 6

gam; Glycin 2,8 gam; truyen ti 3 ngan
L-Histidin 0,8 gam; 493ml
L-Isoleucin 1,3 gam;
L-Leucin 1,9 gam; L-
Lysin (duoi dang L­
Lysin acetat) 1,7

gam; L-Methionin 1, 1 .
gam; L-Phenylalanin
1,3 gam; L-Prolin 2,8
gam; L-Serin 1,6
gam; Taurin 0,25

gam; L-Threonin 1, 1
gam; L-Tryptophan
0,5 gam; L-Tyrosin
0,1 gam; L-Valin 1,6
gam; Glucose khan
(duoi dang Glucose
monohydrat) 63 gam;
Dau dau tuong tinh

chi 5,6 gam;
Triglycerid mach

trung binh 5,6 gam;
' i ,

Dau 6 liu tinh cM4,7
gam; Dau ca giau

acid beo omega-3 2,8 ·
gam.~ ~ .. ·- .. . · .. ~- .··; •-' ·•· ..• .. - .

15. CO' s& dang ky: Cong ty TNHH AstraZeneca Vi~t Nam (Dia chi: Tang 18, toa nha A&B, so 76,
auong Le Lai, phuong BJn Thanh, qu(in 1, Tp. Ho Chi Minh, Viet Nam)
15.1. CO' so san xuat: AstraZeneca AB (Dia chi: SE-151 85, Sodertalje, Sweden)
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BOYTE
CUC QUAN LY DU'QC

S6JJ/:;C6 I QLD-DK
V/v thay doi cach ghi dia chi nha

sari xuiit

C()NG HOA XA HQI CHU NGHiA VI]j:T NAM
Doc lap - Ty do - Hanh phue

Ha Noi, ng@ytu thangLg nam 2018

Kinh gui: Cong ty C6 ph§n Fresenius Kabi Bidiphar
Dia chi: Khu vvc 8, Phuong Nhan Phu, TP. Qui Nhan, tinh Binh
Dinh, Vi¢tNam.

Ngay 30.5.2018, Cl,lc Quan ly Duqc nh?n duqc dan d@ nghi d@ ngay
24.5.2018 va cac tai lieu co lien quan cua cong ty (s6 tiSp nh?n 838/TDNN) vS
vi@c thay doi cach ghi dia chi nha san xuat doi voi thuoc nuoc ngoai da dugc cap
s6 dang ky luu hanh,

Can cu Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua B(> Y tS Quy
dinh vi~c dang ky thu6c; Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 cua B(>
Y tS quy dinh ghi nhan thu6c, nguyen li?u lam thu6c va hu6ng dfin sr dung;

Can cu bien ban thfi.m dinh ho so thay di/ bo sung, Cuc Quan ly Dugc c6
y kiSn nhu sau:

D6ng y de cng ty duqc thay di cach ghi dja chi nha san xuat (dia dim
san xuat khong thay doi) doi v6i thu6c Paracetamol Kabi AD, s6 dang ky: VN­
20677-17, C\l thS:

- Dia chi nha san xuat da dugc duyet: Freseniusstra~e 1, D-61169
Friedberg, Germany.

- Dia chi nha san xuat thay d6i: Freseniusstra~e 1, 61169 Friedberg,
Germany.

Ngoai rn)i dung duqc thay d6i tren, tfit ca cac n(>i dung khac giu nguyen
nhu ho so dang ky thuoc luu tai Cc Quan ly Dugc.

Cong ty dang ky, nha san xuat phai chju trach nhiem v chat luong doi
v&i thu6c lru hanh tren thi trucmg, rn)i dung ghi tren nhan thu6c, quy djnh vs s&
hfru tri tu@ lien quan den nhan hi?u hang hoa cua thu6c va c6 trach nhi?m thong
bao sy thay doi nay den cac co quan lien quan va khach hang.

Sau 06 thang ke tr ngay ky cong van nay, cong ty khong duqc nh?p kh§.u
thu6c tren v&i dja chi nha san xuat cu.

Cuc Quan ly Dugc thng bao de cong ty biet va thrc hien dung cac quy
dinh cua Vi?t Nam vS luru hanh thuoc./.
Nui nh9,n:
-Nlmtren; .
- CT. Vu Tufui Cuang (d~ b/c);'
- Luu: VT, DKT (AH).



BOYTE
eve QUAN LY nuQc

sblJ.JM I QLD-DK
V/v thay d5i ten cong ty dang ky

Kinh guri: Cong ty Co phan Fresenius Kabi Viet Nam
Dia chi: Khu vue 8, Phuong Nhan Phu, TP. Qui Nhan, tinh
Binh Dinh, Vi?t Nam.

Ngay 06.8.2018, Cc Quan ly Duse nhan duo don de nghi de ngay
18.7.2018 va cac tai lieu co lien quan cua cong ty (s6 tiep nhan 1244/TDNN) vs
vi~c thay d&i ten cong ty dang ky di v6i thu6c nu6c ngoai da duqc cftp s6 dang
ky luu hanh,

Can cu Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua B9 Y tB Quy
djnh vi~c dang ky thu6c; Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 cua B9
Y tS quy djnh ghi nhan thu6c, nguyen lieu lam thu6c va huong dan su dung;

Can cu bien ban thfun dinh ho so thay d&i/ b6 sung, Cµc Quan ly Duqc c6
y kiSn nhu sau:

E>6ng y de cong ty duqc thay doi ten cong ty dang ky (khong thay dBi dia
chi) d6i v6i 35 thu6c trong danh ffi\IC dinh kem duqc dong ddu xac nhan cua
Cuc Quan l Duoc, cu the:

- Ten cong ty dang k da duvc duyet: Cong ty Co phn Fresenius Kabi (_,_
Bidiphar.

- Ten cong ty dang ky thay d6i: Cong ty C6 phfin Fresenius Kabi Vi~t
Nam.

Ngoai n9i dung duqc thay d6i tren, tftt ca cac n9i dung khac giu nguyen
nhu ho so dang ky thuoc luu tai Cuc Quan l Duge.

Cong ty dang ky, nha san xufit phai chju trach nhiem ve chftt lurong doi
v6i thu6c luu hanh tren thi truong, n9i dung ghi tren nhan thu6c, quy djnh vS s&
huu tri tue lien quan den nhan hi@u hang ho cua thuoc va co trach nhiem thong
bao sr thay doi nay den cac ca quan lien quan va khach hang.

Sau 06 thang ke tr ngay ky cong van nay, cong ty khong durgc nhap khau
thu6c tren voi ten cong ty dang ky cu cua thu6c.

Cuc Quan ly Dugc thongbao de cng ty biet va thgc hin dung cc quy
djnh cua Vi~t Nam vS luu hanh thuoc./.

Ha N9i, ngay_)J._ thang42 nam 2018

CQNG HOA XA HQI CHU NGHiA VI$T NAM
Doc lap - Tg do - Hanh phue

Nuinh(i.n:
-Nhutren;
- CT. Vii Tufui Cuong (de b/c);
- Luu: VT, BKT (AH).

KT.CV.e TRUONG
, TRllONG

----
111: J.yen Tat Bat



BO Y TE
CUC QUAN LY DU'QC

CONG HOA XA H9I CHU NGHIA VIET NAM. . .
Doe lap- Ty do - Hanh phue

Danh mgc: 35 thue dong thay doi ten cong ty dang k
(Dinh kem cong van s6226/QLD-DK ngdy» 12/2018 ca Cuc Quin lDuoc)

STT Ten thuoe S6 ding k
1. Adrim 10mg/5ml VN-17713-14

2. Adrim 50mg/25ml VN-18304-14

3. Aminosteril NHepa 8% VN-17437-13

4. Daxotel 80mg/4ml VN2-458-16

5. Femizet 1mg VN3-13-18

6. Irinotel 40mg/2ml VN-20679-17

7. Irinotel 100mg/5ml VN-20678-17

8. Kabiven Peripheral VN-19951-16

9. Lipovenoes 10% PLR VN-17439-13

10. Oxitan 50mg/10ml VN-20417-17

11. Oxitan 100mg/20ml VN-20247-17

12. Smofkabiven Central VN-19953-16

13. Smofkabiven Electrolyte free VN-19954-16

14. Smofkabiven Peripheral VN-20278-17

15. Smoflipid 20% VN-19955-16

16. Vaminolact VN-19468-15

17. Cefepim Fresenius Kabi 2g VN-20139-16

18. Cefepime Kabi 1g VN-20680-17

19. Ceftazidime Kabi 2g VN-13543-11



20. Ceftazidime Kabi 1 g VN-20418-17

21. Ceftazidime Kabi 0,5g VN-13541-11

22. Meropenem Kabi I g VN-20415-17

23. Meropenem Kabi 500mg VN-20246-17

24. Piperacillin/ Tazobactam Kabi
VN-13544-112g/0,5g

25. Piperacillin/Tazobactam Kabi
VN-21200-182g/0,25g

26. Paracetamol Kabi AD VN-20677-17

27. Ketosteril VN-16263-13

28. Nephrosteril VN-17948-14

29. Dexmedetomidine Kabi VN-20936-18

30. Cisatracurium Kabi 2mg/ml VN-20416-17
·~--

31. Fresofol 1%MCT/LCT VN-17438-13 _?
32. Geloplasma VN-19838-16 I33. Voluven 6% VN-19651-16 .st
34. Volulyte 6% VN-19956-16

35. Granisetron Kabi 1mg/1ml VN-21199-18

Danh muc nay gom 02 trang 35 khoan./.


