CONG TY CP DUQC LIEU CONG HOA XA HOI CHU NGHIA VIET NAM
~ TRUNG UONG 2 Doc lap — Tw do — Hanh phiic

So0: 4677/DL2-TBV 1 s o . 3 5

NSRS V/v: Thong bdo SPK méi ciia TP. H6 Chi Minh, ngay 03 thdng 11 ndm 2023

thuoc Paracetamol Kabi AD

TG Tl A S TRERRAD PR UN G TAM MUA SAM TAP TRUNG THUOC QUOC GIA

EN 868:...0d 8ol R.iionisen
D Ngay:..OHddJ2.5...

Chuyen _____ Trudce tién, Cong ty chd phan Duoc Liéu Trung Uong 2 xin cAm on su hé tro ciia Quy Trung Tdm
s ng}]I mgb ﬁ%ng ty chung t6i. Trong nhiéu nam lién, cdc san pham cua cong ty ching t6i da dugc Quy

----------------------

Vién tin tudng va sir dung dé diéu tri cho bénh nhan.

Chung t6i xin tran trong théng béo dén Quy Trung T4am sin phim Paracetamol Kabi AD di duoc
Cuc Quan Ly Dugc cip s6 diang ky gia han theo quyét dinh sb 146/QD-QLD dot 105 ngay 02/03/2023
véi théng tin chi tiét nhu bén dudi:

Tén theo visa S6 ding ky cil S6 diang ky méi

Paracetamol Kabi AD VN-20677-17 400110022023

Cong ty s& cung Ung san phim véi sb dang ky 400110022023 dén cac co s y té duge phan bd
theo quyét dinh 57, 58, 59 /QB-TTMS ngay 03/08/2022 ctia Trung TAm Mua Sim Tap Trung
Thude Qudc Gia ngay khi san phdm c6 sb ding ky VN-20677-17 duge cung g hét.

San phdm Paracetarnol Kabi AD s6 dang ky 400110022023 1a gia han ctia s6 déng ky VN-20677-
17. Céc thong tin vé tén thudc, co s& san xut, tudi tho, tinh dép ing nguyén tic, tiéu chuin GMP cia
co s& san xuét, tiéu chuén chat luong ctia thude Paracetamol Kabi AD khéng thay dbi giita hai sb dang
ky.

Chuing t6i r4t mong nhan duoc sy hd tro va hop tac ctia Quy Trung TAm hy vong mdi quan hé
gitta Quy Trung Tdm va Céng ty C6 Phin Duoc Lidu Trung Uong 2 ngay cang tot dep.

Trén trong cam on.

Cong ty n Dugc liéu Trung wong 2
Noi nhin:
-Nhu trén;
-Luu VT, TBV u 'PHAN ‘
DUGCLIEU [T ‘
_iH’U‘\.‘iLU\Un- .
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Hoang Van Phic



CONG HOA XA HOI CHU NGHIA VIET NAM
MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DU’Q’C - Péc lip - Ty do - Hanh phic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

384 Giding Vo - Ha NGi - Vigt Nam N
ST35ea83/38464413 - Fax: 8443523}4758

{Y PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION
Paracetamol Kabi AD

Thénh phén chinh, ham lwong Paracetamol 10mg/1ml

Active Ingred{ents Strength: :

Qui cach déng géi, bao ché Lo 100ml, Hdp 10 lo 100ml; Dung dich tiém truyén
Packtngfsfze Dosage fozm e ‘ : : e

Tiéu chudn chét lwong s NBX
Quality Spec:ﬁcarfon A e

Bahdiwg 2o a7 - 2 théng
Shelf- life: ié ' : e
$6 gidy phép e hanh san phém (SDK) [VN-20677-17
Marketmg Authonzat;on Number & -
Shiquyetdinhe’ U 0w & 412109-QLD E Ngay cép: 19/9/201 7
AppmyalD 4sian Number SR : - Date of Issuance:

Hiéu lwc cla gidy phép qu hénh san phém co gia tri 05 nam ké tir ngay cép
Expu'al‘lon-Da!e of thls Marketmg Authonzatron

Coéngty Co phén Fresenlus Kabi Bidiphar

L Lah L g1 o Khuvipe 8, Phwofng‘ Nhon th:, TP. Qui Nhon, tinh Binh
AddreSS'. i L el o Binh - \{iét Nam

Tén co s& san xudt . Fresenius Kabi Deutschland GmbH
Nameof ¢ : S : b

Frg-:-se_n‘iusstraBe' 1 D-61169 Friedberg - Germany

Address:
Tén co s& déng go:
Name of Assemb!er :

Dia chi
Address.

Ha Néi, ngay 49 théng 9 nam 2017.

KT.CUC TRUONG CUC QUAN LY DUQC
FOR GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF V|ETNAM -

PHO CUC TRUONG
Mmﬁeww GENERAL-DIRECTOR
Ghi chu: wore) ;
1- Gidy phép luu hanh san phdm nay duwoc cép theo dling hd
déng ky thuéc da duqc Bo Y té phé duyét

approved by the Vietnam Ministry of Health. b
2- Bét ctr sw thay ddi nao v& néi dung ciia gidy phép phai du"qc 2
Cuc Quan ly duoe - Bd Y té xac nhan. )

Any variations of the contents of the markeling authorization are required to be b
adopted by the Drug Administration of Vietnam.




e K§ bii: Coc Quin
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B Co quan: By Y 1&

o 7 e BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
=== """ CyC QUAN LY DU'QC Péoc 1ap - Tw do - Hanh phiic
S6: 146 /QP-QLD Ha Néi, ngay 02 thang03nam 2023
QUYET PINH

Vé viéc ban hianh danh muc 170 thudc nwéc ngoai
dugc gia han gidy ding ky lwu hanh tai Viét Nam - Dot 112

CUC TRUONG CUC QUAN LY DUQC
Céin cir Ludt Duwoc s6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh.so 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phi quy
dinh chitc ndng, nhiém vu, quyén han va co cau té chire ciia B Y té:

Can cir Quyét dinh s6 7868/0D-BYT ngay 28/12/2018 cua Bg truéng By Y
1é quy dinh chirc nang, nhiém vy, quyén han va co cau t6 chire ciia Cuc Quan ly
Duoc thuéc Bo Y té:

Can ctr Théng twe s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truong Bé Y
té quy dinh viéc dang ky heu hanh thuéc, nguyén liéu lam thuoc;

Céin cir y kién cia Hoi dong tw van cdp giay dang ky lweu hanh thudc,
nguyén liéu lam thudc - BY Y té;

Theo dé nghi ciia Trirdng phong Déng ky thuéc - Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 170 thuoc nuoc
ngoai dugc gia han gidy ding ky luu hanh tai Viét Nam - Dot 112, bao gbm:

1. Danh muc 161 thudc nuéc ngoai dwgc gia han gidy dang ky luu hanh
hiéu luc 05 nam - Dot 112 (tgi Phu luc I kém theo).

2. Danh muc 09 thude nudc ngoai duoc gia han gidy dang k¥ luu hanh
hiéu luc 03 ndm - Dot 112 (tgi Phu luc IT kem theo).

A 2 9 A 5 b g - A ’ . tA
Diéu 2. Co s¢ sdn xuat va co so dang ky thudc ¢o trach nhiém:

1. Cung cép thude vao Viét Nam theo dung cac ho so tai liéu da dang ky
v6i B Y té va phai in hoic dan sé ding ky duoc Bo Y té cép 1én nhan thudc.

2. Chap hanh day du phap luat ciia nuéc CHXHCN Viét Nam va cac quy
dinh ctia BO Y té vé nhép khau thudc va luu hanh thudce tai Viét Nam, néu c6 bat
cr thay ddi gi trong qué trinh luu hanh thudc & nuéce so tai va ¢ Viét Nam thi
phai b4o cdo ngay cho Cuc Quan 1y Dugc - B§ Y t& Viét Nam.

3. Thyc hién viéc cép nhit tiéu chuan chét luong cua thude theo quy dinh
tai Thong tu s6 1172018/TT-BYT ngay 04/5/2018 cia Bo truéng Bo Y té quy
dinh vé chét lugng thude, nguyén liéu lam thude.



4. Thude duge gia han gidy dang ky luu hanh tai Phu luc I va Phy luc II
Quyet dinh nay nhung chua nop hé so cap nhat noi dung nhan thudc, to hudng
dan st dung thubc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay
18/01/2018 cuia B9 truong BO Y té thi phai thyc hién viéc cdp nhat theo quy
dinh tai diém b Khoan 1 Piéu 37 Thong tu s6 01/2018/TT-BYT trong thoi han
12 thang ké tir ngdy duoc gia han giay dang ky luu hanh.

3. Sau 12 thang ké tur ngdy ky ban hanh Quyét dinh nay, cac thuoc duoc
gia han gidy ding ky luu hanh tai Phu Iuc I va Phy luc II ¢6 thay d6i vé noi dung
hanh chinh (bao gom ca mdu nhén va to huéng dan sir dung) phai nhap khau,
lru hanh véi cac ndi dung da duge phé duyét thay déi trong hd so dang ky gia
han:

6. Ph01 hop v6i céc co sd diéu tri dé thuc hién theo ding cac quy dinh
hién hanh vé thude ké don, theo ddi an toan, hiéu qua, tic dung khdéng mong
~ mudn cia thude trén nguoi Viét Nam va tong hop, béo cédo theo quy dinh tai
Piéu 5 Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 cua B§ truong B Y té
quy dinh viéc ding ky lwu hanh thudc, nguyén lidu 1am thube ddi véi cac thude
thugc Danh myc tai Phu lyc IT ban hanh kém theo Quyét dinh nay.

7. Co so dang ky phai dam bao duy tri diéu kién hoat dong cua co s¢ dang
ky trong thoi gian hi¢u lyc cua gidy dang ky luu hanh thudc, nguyén li¢u lam
thubc. Trong trudong hop khdng con dap tmg du diéu kién hoat dong, co s& dang
ky phai ¢6 trach nhi¢m thyc hién thay doi co s dang ky theo quy dinh tai Thong
tu 50 08/2022/TT-BYT ngay 05/9/2022 cua Bo truong B6Y té trong thoi han 30
ngay ké tir ngay co so ding ky khong con du diéu kién hoat dong.

8. Co s¢ dang ky thuoc phai bao cao BoY té vé& cAp nhat tinh trang dép
tng Thuc hanh tét san xuat cua co s¢ san xudt thudc, nguyeén liéu lam thude.
Truong hop co s¢ san xuét bj thu hoi gidy phép san xuét hodc khong dap ung
Thyc hanh tét san xuét thudc, nguyén liéu lam thudc & nude sé tai, co s& phai
thuc hién viéc bao céo trong thoi han 15 ngay ké tir ngay c6 thong bao cua co
quan quén ly c6 tham quyén nudc s¢ tai theo quy dinh tai diém d khoan 1 Piéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cta Chinh phi quy dinh chi
tiét mot sb didu va bién phap thi hanh Luit Duoec.

9. P6i v6i céc thube ¢ sé thi tu 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 tai Phu luc I codé
nghi thay ¢6i mAu nhén, huomg dan sir dung trong hé so dang ky gia han: Co s¢
ding ky thuc hién thi tuc dé nghi thay d6i miu nhan, t& huéng dan sir dung theo
hinh thirc dang ky thay dbi bd sung sau khi Quyét dinh nay co hi¢u luec.

10. Cac thude duoc gia han gidy ding ky luu hanh tai ‘Phu luc I va Phy luc
II Quyét dinh nay dugc tiép tuc s dung so dang ky da cdp trude khi gia han
trong thoi han tbi da 12 thang ké tir ngay dugc cap so dang ky gia han theo quy
dinh tai Phu luc VI ban hanh kém theo Théng tu s6 08/2022/TT-BYT.

Piéu 3. Quyét dinh c6 hiéu luc k& tir ngay ky ban hanh.



Piéu 4. Giam doc Sor Y té céc tinh, thanh pho true thude trung wong, gidm
d6c nha san xudt va co s& dang ky 6 thude tai Didu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: 7w CUC TRU ONG
- Nhu Diéu 4; AT
-Bo truong (dé ble); N
- TTr. D& Xuéit Tuyén (dé b/c); [
- Cuc Quan Y - B§ Quédc phong, Cuc Y té - B Coﬁ
an; Cuc Y-té GTVT - B Giao thong van tai; Tdn, '\_ L
Cuc Hai‘quan - Bo Tai chinh;
- Bdo hiém X4 hdi Viét Nam; B e K -
- B§'Y t& Vu PC, Cyc QLYDCT, Cuc QLKCB, Vii Tuan Cudng
Thanh tra B§.

80 Y té céc tinh, thanh phé truc thuge Trung uong;

- Vién KN thude TU, Vién KN thudc TP. HCM;

- Tong Cong ty Duge VN-CTCP; Cac Céng ty XNK

dugc pham;

- Cac Bénh vién & Vién ¢ giwong bénh trye thude

BYT;

- Céc phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (10b).




DANH MUC 161 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH

Phu luc I

TAI VIET NAM HIEU LUC 5 NAM - POQT 112
(Ban hanh kém theo quyét dinh s6. ..146....../OD-QLD, ngay 92.03 /.2023ciia Cuc Quén Iy Duoc)

So dang ky Sb
Hoat chit chinh— | Dang Quy cach | Tiéu | Tudi gia han lin
STT | Tén thube ~ Ham lugng . bioché | dénggéi | chudn | tho (So ding ky | gia
(thang) da cép) han
) 2) 3 4 ) (6) () (8 (&)
1. Co'sé dang ky: A. Menarini Singapore Pte. Ltd. (Dja chi: 30 Pasir Panjang Road, #08-32 Mapletree
Business City, Singapore 117440, Singapore)
L1. Co s& sin xuat: Gilead Sciences Ireland UC (Pja chi: IDA Business and Technology Park,
Carrigtohill, Co. Cork, Ireland)
1 Vemlidy Tenofovir viénnén | Hopllox | NSX 48 539110018823 | 01
alafenamide (dudi | bao phim 30 vién (VN3-249-19)
dang Tenofovir
alafenamide
fumarate) 25mg
2. Co s6 ding ky: Abbott Laboratories (Singapore) Private Limited (Dia chi: 3 Fraser Street, #23-28
DUQO Tower Singapore 189352, Singapore)
2.1. Co sé san xuit: Laboratorios Recalcine S.A. (Dia chi: Av. Carrascal No. 5670, Quinta Normal,
Santiago, Chile)
2 Drosperin | Drospirenone 3mg, | Viénnén | Hoplvix | NSX 36 780110018923 | 01
Ethinyl estradiol bao phim | 28 vién, (21 (VN-16308-13)
0,03mg vién co chira
hoat chit, 7
vién chi
chira ta
dugce)
3 Rinofil Drospirenone 3mg , Siro Hép 1 Chai | NSX 24 780110019023 01
syrup Ethinyl estradiol x 100ml; (VN-18922-15)
2.5mg/5ml 0,03mg Hép 1 Chai
x 15ml
3. Co st dang ky: Actavis International Ltd (Dja chi: No.4 SQAQ Tal-gidi Off Valletta Road, Luga LOA
6000, Malta)
3.1. Co s& san xuat: Actavis Ltd. (Dia chi: BLB 016 Bulebel Industrial Estate, Zejtun, ZTN 3000, Malta)
4 Olmed 5mg Olanzapine S5mg Viénnén | Hop4vix 7 | NSX 36 535110019123 | 01
bao phim vién (VN-17627-14)
3.2. Co sé sdn xuat: Actavis Ltd. (Dia chi: BLB015-016 Bulebel Industrial Estate, Zejtun, ZTN 3000, Malta)
5 Freeclo Clopidogrel (duéi | Viénnén | Hop3vix | NSX 36 535110019223 01
dang Clopidogrel | bao phim 10 vién (VN-15593-12)
bisulfate) 75mg
6 Olmed Olanzapine 10mg”~ | Viénnén | Hop4 vix 7 | NSX 36 535110019323 | 01
10mg bao phim vién (VN-16887-13)
3.3. Co's& sin xuit: Balkanpharma - Razgrad AD (Bja chi: 68, Aprilsko vastanie Blvd. 7200 Razgrad,
Bulgaria) :
7 Dex-Tobrin | Tobramycin 3mg/ml | Hén dich Hép | lo NSX 24 380110019423 | 01
(duéi dang nho mit (VN-16553-13)
tobramycin sulfate);
Dexamthasone

Img/ml




S6 ding ky So
Hoat chét chinh~ Dang Quy cach Tiéu Tudbi ia han lin
STT | Tén thudc Ham lugng bao ché dong géi | chuén tho (So ding ky gia
(thang) di cép) han
1) 2 (3) “@ (6)) (6 () ® 9
12. Co' so dang ky: Chong Kun Dang Pharm. Corp. (Dja chi: Chungjeongno3 (sam)-ga, 8 Chungjeong-
ro, Seodaeum-gu, Seou! Korea)
12.1. Co sé sin xuét: 'Chong Kun Dang Pharmaceutical Corp. (Dia chi: 797-48, Manghyang-ro,
Seonggeo-eup, Seobuk-gu, Choenan-si, Chungcheongnam-do 331-831, Korea)
27 CKDCande - Candesartan Viénnén | Lo 30 vién NSX 36 880110021423 01
more Plus cilexetil 16mg; (VN-18626-15)
tab. Hydrochlorothiazide
16/12.5mg 12,5mg
28 | CKDMyrept Mycophenolate Viénnén | Hop 10 vix | NSX 36 880110021523 | 01
Tab. 500mg mofetil 500mg bao phim 10 vién (VN-17851-14)
13. Co' so ding ky: Cong ty Co phan Duwge MK Viét Nam (Dia chi: O dat sé 42, 16 dat TT-A2, khu dé
thi thanh phé Giao Lam Phirong C6é Nhué 2, Qudn Bdc Tir Liém, Thanh phé Ha Ngi, Viét Nam)
13:1. Co so san xuit: Softgel Healthcare Pvt., Ltd. (Dja chi: Survey No: 20/1, Vandalur-Kelambakkam
Road, Pudupakkam village, Kancheepuram District, Tamilnadu — 603103, India)
29 Tilbec 10 Isotretinoin 10mg Vién‘nang Hop 3 vix BP 24 890110021623 | 01
mém 10 vién 2020 (VN-17884-14)
14. Co s dang ky: Cong ty c6 phan Fresenius Kabi Viét Nam (Dja chi: Khu viee 8, phuong Nhon Phii,
thanh pho Quy Nhan Binh Pinh, Viét Nam)
14.1. Co s sin xuiit: Fresenius Kabi AB (Dia chi: Rapsgatan 7, Uppsala, 75174, Sweden)
30 | Smofkabive | Tui3 ngin 1206ml chira: Nhii Tai 3 NSX 18 730110021723 | 01
n Peripheral | 656ml dung dich glucose | tuong ngin (VN-20278-17)
13% (Glucose 85 gam tiém | 1206ml;
(dang Glucose truyén | Thing 4
monohydrat)) + 380ml thi 3
dung dich acid amin c6 ngin
dién giai (Alanin 5,3 gam; 1206ml;
Arginin 4,6 gam; Calci Tui 3
clorid 0,21 gam (dang ngian
Calci clorid dihydrat); 1448ml,
Glycin 4,2 gam; Histidin Thung 4
1,1 gam; Isoleucin 1,9 thi 3
gam; Leucin 2,8 gam; ngin
Lysin 2,5 gam' (dang 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 1,7 gam;
Tryptophan 0,76 gam;
Tyrosin 0,15 gam; Valin
2,4 gam; Kém sulfat 0,005

M







S6 ding ky

So

S Hoat chit chinh— Ham Dang Tiéu Tudi ia han lin
T lwgng bao chuin | tho (So dingky | gia
T ché (thang) di cép) han
1 @) (C)] (6) @) (€)) ®

gam (dang K&m sulfat
heptahydrat)) + 170ml nhii
twong m& 20% (Déu dau
tuong tinh ché 10,2 gam;
Triglycerid mach trung
binh 10,2 gam; Diu 6-liu
tinh ché 8,5 gam; Diu c4
gidu acid béo omega-3 5,1
gam).
Ti 3 ngan 1448ml chira:
788ml dung dich glucose
13% (Glucose 103 gam
(dang Glucose
monohydrat)) + 456ml
dung dich acid amin c6
dién giai (Alanin 6,4 gam;
Arginin 5,5 gam; 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 (dang
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; Kém sulfat 0,006
gam (dang Ké&m sulfat
heptahydrat)) + 204ml nhil
twong m& 20% (Dau dau
tuong tinh ché 12,3 gam;
Triglycerid mach trung
binh 12,3 gam; Déu 6-liu
tinh ché 10,1 gam; Diu c4
giau acid béo omega-3 6,1
gam)




Hoat chit chinh —

S6 diing ky Sb

L-Isoleucin 1,3 gam;
L-Leucin 1,9 gam; L-
Lysin (duéi 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
(duéi dang Glucose
monohydrat) 63 gam;
Déu dau tuong tinh
ché 5,6 gam;
Triglycerid mach
trung binh 5,6 gam;
DAu 6 liu tinh ché 4,7
gam; Diu ca giau
acid béo omega-3 2.8

gam,

Dang | Quycich | Tiéu | Tubi ia han lin
STT | Tén thubc Ham lrgng bao ché | dénggéi | chuin | tho (So ding ky | gia
(thang) di cip) han
(1) @) ®) (4) (5) ©® | ™ 8) ©)
14.2. Co sé san xuat: Fresenius Kabi Austria GmbH (Dia chi: Hafnerstrafie 36, 8055, Graz, Austria)
31 Smotkabiven Ti 3 ngén 493ml Nhi Tai 3 ngdn | NSX 18 900110021823 | 01
Central clura: L-Alanin 3,5 | tuong 493ml; (VN-19953-16)
gam; L-Arginin 3,0 tiém Thung 6
gam; Glycin 2,8 gam; | truyén | tai3 ngin
L-Histidin 0,8 gam; 493ml
L-Isoleucin 1,3 gam;
L-Leucin 1,9 gam; L-
Lysin (duwdi dang L-
Lysin acetat) 1,7
gam;
32 | Smotkabiven Ti 3 ngan 493ml Nhii Tii 3 ngan | NSX 18 900110021923 | 01
Electrolyte chira: L-Alanin 3,5 tuong 493ml; (VN-19954-16)
free gam; L-Arginin 3,0 tiém Thing 6
gam; Glycin 2,8 gam; | truyén | t0i 3 ngin
L-Histidin 0,8 gam; 493ml

Germany)
33 | Paracetamol

Paracetamol

14.3. Co'sé sdn xuat: Fresenius Kabi Deutschland GmbH (Diach

I: Freseniusstrafie 1

, 61169 Friedberg,

Kabi AD

1000mg/100ml

Dung dich
tiém truyén

Lo 100ml; Hop
10 Io 100ml

NSX

24 400110022023 | 0l

(VN-20677-17)

15. Co s¢ ding ky: Cong ty TNHH AstraZeneca Viét Nam (Dia chi: Tang 18, toa nha A&B, s0 76,

duong Lé Lai, phuong Bén Thanh, qudn 1, Tp. Ho Chi Minh, Viét Nam)
15.1. Co sé san xuit: AstraZeneca AB (Dja chi: SE-151 85, Sodertalje, Sweden)

ITR*N ]



BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Ty do - Hanh phiic
S6. ¢t 1 QLD-DK Ha N¢i, ngay i thang /7 ndm 2018
V/v thay d6i cach ghi dia chi nha
san xuét

Kinh gtti: Cong ty C6 phan Fresenius Kabi Bidiphar
Dia chi: Khu vuc 8, Phuong Nhon Phi, TP. Qui Nhon, tinh Binh
BPinh, Viét Nam.

Ngay 30 5.2018, Cuc Quan ly Dugc nhén duoc don dé nghi dé ngay
24.5.2018 va cac tai lidu c6 lién quan cua cong ty (so tiép nhén 838/TPNN) veé
V1ec thay ddi cach ghi dia chi nha san xuét di véi thube nude ngoai di duoc cip
s6 dang ky luu hanh,

Cin ctr Théng tu sb 44/2014/TT-BYT ngay 25/11/2014 cta Bo Y té Quy
dmh viée dang ky thudc; Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 cua B9
Y té quy dinh ghi nhén thubc, nguyén liéu lam thudc va huéng dén sit dung;

Cin ci bién ban tham dinh hd so thay dbi/ bd sung, Cuc Quan 1y Dugc ¢
y kién nhu sau:

Dong y dé cong ty dugc thay dbi cach ghi dia chi nha san xuat (dia diém
san xudt khong thay d6i) dbi vé6i thube Paracetamol Kabi AD, sb ding ky: VN-
20677-17, cu thé:

- Pja chi nha san xudt di duogc duyét: Freseniusstrafe 1, D-61169
Friedberg, Germany.

- Pia chi nha san xuft thay ddi: Freseniusstrafe 1, 61169 Friedberg,
Germany.

Ngoai ndi dung duorc thay dbi trén, tit ca céc ndi dung khac gilt nguyén
nhu hd so ding ky thudc luu tai Cuc Quén 1y Duoc.

Cong ty déng ky, nha san xuét phai chju trdch nhiém vé chit luong ddi
v6i thude Iuu hanh trén thi trudng, ndi dung ghi trén nhén thube, quy dinh vé s&
hitu tri tué lién quan dén nhan hiéu hang hoa cta thubc va ¢6 trach nhiém thong
bao sy thay d6i nay dén cic co quan lién quan va khach hang.

Sau 06 thang ké tir ngay ky cdng van nay, cong ty khéng dugc nhép khau
thudc trén véi dia chi nha san xuét cd.

Cuc Quan ly Dugc thoéng bao dé cong ty biét va thuc hién ding cac quy
dinh ctia Viét Nam vé luu hanh thubc./.

Noi nhin: KT.CUC TRUONG
- Nhu trén; | - PHG’ CUC TRUOGNG
- CT. Vii Tuén Cudng (dé b/c) y

- Luu: VT, DKT (AH). f
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC DPée l4p - Ty do - Hanh phiic

864t 1 QLD-BK Hé Néi, ngay {7 thdng ;) ndm 2018
V/v thay d6i tén cong ty déng ky

Kinh giri: Céng ty C6 phén Fresenius Kabi Viét Nam

Dia chi: Khu vuc 8, Phuong Nhon Phu, TP. Qui Nhon, tinh
Binh Dinh, Viét Nam.

Ngay 06.8.2018, Cuc Quan ly Dugc nhén dugc don dé nghi dé ngay
18.7.2018 va cac tai liéu c6 lién quan cua cong ty (so tiép nhan 1244/TDNN) vé
viéc thay doi tén cong ty dang ky doi vai thudc nudc ngoai d& dugce cap s6 ding
ky Iuu hanh,

Cén cr Thong tu s& 44/2014/TT-BYT ngay 25/11/2014 cia B§ Y t& Quy
dinh viéc déng ky thudc; Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 cuia BS
Y té quy dinh ghi nhén thudc, nguyén li€u lam thudc va hudng dan st dung;

C#n ¢t bién ban thdm dinh hd so thay ddi/ bd sung, Cuc Quan 1y Duoc cb
y kién nhu sau:

Dong y dé cong ty dugc thay d6i tén cong ty ding ky (khéng thay ddi dia
chi) d6i véi 35 thube trong danh myc dinh kem dugc déng ddu x4c nhan cta
Cuc Quan ly Dugc, cu thé:

- Tén cong ty ding ky da duoc duyét: Cong ty C6 phin Fresenius Kabi
Bidiphar.

- Tén cong ty ding ky thay d6i: Cong ty C6 phén Fresenius Kabi Viét
Nam.

Ngoai ni dung dugc thay d6i trén, tat ca cac ndi dung khic gift nguyén
nhu ho so ding ky thudc luu tai Cuc Quén ly Duoc.

Cong ty ding ky, nha san xuét phai chiu trach nhiém vé chit lugng dé6i
v6i thube luu hanh trén thi truong, ndi dung ghi trén nhén thudc, quy dinh vé sé
hiru tri tu€ lién quan Qen nhan hiéu hang hoa cta thude va c6 trach nhiém thong
bdo sy thay doi nay dén cac co quan lién quan va khach hang.

Sau 06 thang ké tir ngay ky cong vin nay, cdng ty khong dugc nhép khéu
thuéc trén véi tén cong ty dang ky cii cua thube.

Cuc Quan ly Dugc thong bdo d& cong ty biét va thuc hién ding cic quy
dinh ctia Viét Nam vé& luu hanh thude./.

Noi nhin: KT.CUC TRUONG

- Nhu trén; , mm cyc TRUOGNG
- CT. Vii Tudn Cudng (de b/c); e

- Lwu: VT, PKT (AH).
N'guyen Tht Pat




BOY TE

CUC QUAN LY DUQC

Doc 1ap - Tw do - Hanh phic

Danh muc: 35 thude ddng y thay dbi tén cong ty ding ky
(Dinh kem cong van Sé‘il?}é&yQLD-BK ngayy /42/2018 ciua Cuc Quan Iy Duoc)

CONG HOA XA HOI CHU NGHIA VIET NAM

STT Tén thuoe S6 ding ky ]
1. | Adrim 10mg/5ml VN-17713-14
2.¢| Adrim 50mg/25ml VN-18304-14
3. | Aminosteril N Hepa 8% VN-17437-13
4. | Daxotel 80mg/4ml VN2-458-16
5. | Femizet Img 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 1g VN-20418-17

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

22. | Meropenem Kabi 1g VN-20415-17

23. | Meropenem Kabi 500mg VN-20246-17

4 gggfggillin/ Tazobactam Kabi VN-13544-11

25 gg;g’rzagghnffazobactam Kabi VN-21200-18

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 v |
33. | Voluven 6% VN-96SI16 o op
34. | Volulyte 6% VN-19956-16

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

Danh muc nay gém 02 trang 35 khoan./.




