CONG TY CO PHAN GONSA CONG HOA XA HQI CHU NGHIA VIET NAM
So: 504/2023/CV-GS-DT Déc lip — Tw do — Hanh phuc
“V/v: Xin thay déi S6 dang ky NATRI
CLORID 0,9%”

TP. Hé Chi Minh, ngay 25 thang 09 ndm 2023

Kinh giti: SO'Y TE TAY NINH

’

(Sau ddy goi la “Bén moi thau”)

CONG TY CO PHAN GONSA (sau ddy goi la “Nha thdu”) ¢6 tham du va tring thiu san
pham: }\IATRI CLORID 0,9% theo Quyét dinh tring thau s6: 924/QDP-SYT ngay 20/05/2023 cua
S¢ Y té Tay Ninh.

Nay Nha thau 1am céng van ndy xin thay déi thong tin S6 ding ky cua mit hang NATRI
CLORID 0,9% cu thé nhu sau:

Pon £ axe 1 A S6 dang ky e ik
Stt Tén thuoc Quy vi 50 (:l’ang k{, 44 moi xin thay s nh;a san
cach z triang thau % xuat
tinh doi
NATRI Thung/20 VD-21954-14

893110039623 | Cong ty co

" ; . ol :
1 CLOR_ID 0’.9 - Bl Chai ((Eong viin giaign (VD-21954- | phan Fresenius
Natri clorid nhua x s0 414e/QLD-DK 14) Kabi Viét Nam
0,9%/ 500ml 500ml ngay 05/02/2021) ;
AR e | TIUEEL2 VD-21954-14 | 893110039623 | Céngty cb
CLORID 0,9% chai . | (Coéng van gia han X .
2 ; : i Chai | "z (VD-21954- | phan Fresenius
Natri clorid nhua x s0 414e/QLD-DK 14) Kabi Viét Nam
0,9%/ 1000ml 1000 ml ngay 05/02/2021) ¥

Ngoai noi dung trén, cic thong tin khac cia san pham dugc gir nguyén khong thay déi.
Ngay ap dung: 25/09/2023
Nha thau xin dinh kém cdc tai liéu sau:

1. Gidy phép luu hanh san phém

2. Quyét dinh 198/QD-QLD vé viéc gia han gidy dang ky luu hanh
Kinh mong Bén moi thAu xem xét va chip thuin cho Nha thiu duoc tiép tuc cung cAp san pham
theo thong tin thay dbi trén.

Tran trong cam on!
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BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
MIN!STR\ OF HEALTH SOCIALIST REPUBLIC Oﬁ‘ VIETNAM
CUC QUAN LY DU ocC Pdc lip - Ty do - Hanh phie
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom THGPPJMS

138A Gidng V6 - Ha Ngi - Viat Nam
Tel: B4.4.37366483/38464413 - Fax: 84.438234758

TONG GIAM POC

|
; ; . | A3
GIAY PHEP LUU HANH SAN PH

MARKETING AUTHORIZATION :
Tén thubc . Natri clorid 0,9%
Name of Drug:
Thanh phan chinh, ham lwong  :  Natri clorid 0,9g/100ml D Vi Hien
Active Ingredients, Strength:
Qui cach déng gai, bdo ché  Chai nhwa 100ml, 250ml, 500ml.|chai thiy tinh 500ml;
Packing Size, Dosage form: Dung djch tiém truyén
Tiéu chuén chét lvgng . BP2013
Quality Specification:
Han dung ; 36 thang
Shelf- life:
S6 gidy phép Iwu hanh san pham (SBK): VD-21954-14 g
Mariketing Authorization Number: [
S6 quyét dinh © 679/QP-QLD Ngay cap: 08/12/2014
Approval Decision Number: Date of lssuance:

‘Hiéu Iwe clia gidy phép Iteu hanh san phdm: c6 gia tri 05 nam ké tir ngdy cép
Expiration Date of this Marketing Authorization:

Tén co s& dang ky . Cbéng ty Cé phin Fresenius Kabi Bidiphar.

Name of Marketing Authorization Ho!der

Bja chi - Khu virc 8, phwrang Nhon Pha,|thanh phé Qui Nhon,
Address: tinh Binh Bjnh. - Viét Nam

Tén co s& san xuéat - Cong ty C6 phan Fresenius Kabi Bidiphar.

Name of Manufacturer:

Dija chi © Khu viee 8, phwang Nhon Pha,|thanh phd Qui Nhon,
Address: tinh Binh Bjnh. - Viét Nam

Tén co s& dong goi
Name of Assembler
Pia chi

Address.

Ha Ni, ngay 08 Lhang 12 ndm 2014.

CUC TRUONG CUC QUAN LY DUQC
PENERAE-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

~ Ghi chu: (nore)

dang ky thudc da duoce Bo Y té phé duyét

This marketing authorization has been issued in accordance with :-‘

approved by the Vietnam M.'mstr} of Health : 5%,
2- B4t cr sy thay doi nao vé ndi dung cla giay phép phai du oc } i

Cuc Quan ly dugc - Ba Y té xac nhan. TRUONG QUOC CUONG

Any variations of the cantents of the marketing authorization are required to be
adapted by the Drug Administration of Vietnam
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4 %‘?tz,%"ﬁuc QUAN LY DUQC Pdc lap - Tw do - Hanh phiic
S6: 198/ QP-QLD Ha Néi, ngdy 24 thdng 03 ndm 2023
QUYET PINH

V& viéc ban hanh Danh muc 135 thubc san xuit trong mrée
dwec gia han gidy ding ky luu hanh tai Viét Nam - Dot 183

CUC TRUONG CUC QUAN LY DUQC

Céin cir Ludt Duoc s6 105/2016/QH13 ngay 06/4/2016;
Cdn cir Nghi dinh s6 95/2022/NB-CP ngay 15/11/2022 ciia Chinh phii quy dinh
chirc nang, nhiém vu, quyén han va co cdu t6 chite ciia Bo Y té;

Cin cit Quyét dinh s6 7868/0D-BYT ngdy 28/12/2018 cua BJ trudng Bj Y té quy
dinh chitc nang, nhiém vu, quyén han va co cau 16 chirc ciia Cuc Quan by Duoc thugc
B6 Y té;

Cdn cir Théng tw 56 08/2022/TT-BYT ngay 05/09/2022 ciia Bé triong Bé Y té quy
dinh viéc dang ky luu hanh thuéc, nguyen lieu lam thude;

Can cit két luan cua Hoi dong tu vin cdp gidy ding ky heu hanh thude, nguyén liéu
lam thube - B6 Y té;

Theo @é nghi ciia Tridng phong Pang ky thuée, Cuc Qudn Iy Duoc.

QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh ndy danh myc 135 thudc san xuét trong
nuée duge cap gidy ding ky Tvu hanh tai Viét Nam - Dot 183, cu the

1. Danh myc 125 thudc san xuat trong nwée duge gia han glay dang ky luu hanh
hiéu lyc 05 nam (Phu luc I kéem theo).

2. Danh muc 09 thudc san xudt trong nudc duge gia han giéy dang ky luu hanh
hiéu luc 03 ndm (Phu luc 1 kéem theo).

3. Danh muc 01 thude san xuét trong nude duoc gia han ding ky lua hanh dén
31/12/2025 (Phu luc I kem theo).

Piéu 2. Co s6 san xuét va co so dang ky thudc ¢6 trach nhiém:

1. San xuét thudc theo diing cac ho so, tai liéu da dang ky véi Bo Y té va phéi in
s0 dang ky dugc B Y t& Viét Nam cdp 1én nhin thube.

2. Chi duoc san xudt, dua ra luu hanh céc thude kiém soét dic biét khi co Giz“iy
chirng nhan dua diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat dic
biét phit hop véi pham vi hoat dong cia co s& dép (mg quy dinh tai khoan 5 Piéu 143
Nghi dinh s6 54/2017/NB-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mét s
didu va bién phép thi hanh Luat Dugc. _

3. Thuc hién viéc cap nhat tiéu chuan chéat lwong cua thude theo quy dinh tai
Thoéng tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia B trudng BO Y té quy dinh vé chét
lwong thude, nguyén liéu lam thube.

4. Thuc hién, p1101 hop v6i co so nhdp khéu thyc hién theo ding quy dinh tai
Cong véan s6 5853/QLD-CL ngay 19/4/2019 cua Cuc Quan 1y Duoc ve viéc kiém tra
chit lwong nguyén liéu lam thubc nhém sartan dbi vé6i cac thude thude danh muc tai
Piéu 1 ban hanh kém theo Quyét dinh ndy c6 chira dwoc chit thudc nhém sartan

5. Thube duoc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua nép
ho so cap nhat ndi dung nhan thudc, to huéng dan st dung thude theo quy dinh cta
Thong tr 01/2018/TT-BYT ngay 18/01/2018 cuia B truong B6 Y té thi phai thuc hién



cip nhit theo quy dinh tai diém b Khoan 1 Biéu 37 Théong tu s6 01/2018/TT-BYT trong
thoi han 12 thang ké tir ngay dugc gia han gidy déng ky Iuvu hanh.

6. Sau 12 théng ké tir ngay ky ban hanh Quyét dinh nay, cac thude duge gia han
glay dang ky luu hanh theo Quyet dinh nay co thay d6i vé noi dung hanh chinh (bao
gom ca mau nhin va to hudéng dan sir dung thubc) phai san xut va lru hanh véi cée noi
dung da dugc phé duyét thay d6i trong hé so gia han.

7. Co s& ding ky thude phai bao dam duy tri diéu kién hoat dong trong thoi gian
hidu lyc cna gidy dang ky Tuu hanh thude, nguyén liéu lam thude. Trong trudng hop
khong con dap tmg da diéu kién hoat dong, co sé dang ky phai c6 trach nhiém thuce hién
thay d6i co sé ding ky theo quy dinh tai Thong tw s6 08/2022/TT-BYT trong thoi han
30 ngay ké tur ngay co so dang ky khong con du diéu kién hoat dong.

8. Co s& san xuit thuoc phai bio dam cac diéu kién hoat déng ctia co s& san xuat
trong thoi han hiéu luc cia gidy dang ky luu hanh thude, nguyén liéu lam thude.

9. Céc thuoc duoc gia han giay dang ky luu hanh tai Quyet dinh nay dugc tlep
tuc sir dung s6 dang ky da cap trude khi gia han trong thoi han tdi da 12 thang ké tur
ngay dugc Cép s6 dang ky gia han theo quy dinh tai Phy luc VI ban hanh kém theo
Théng tur s6 08/2022/TT-BYT.

10. Céc thuoc duge gia han gidy ding ky Iuu hanh tai Phu luc II Quyét dinh nay
sau khi hét han glay dang ky luu hanh, trong hd so gia han néu cong ty khong co dir ligu
lam sang chimg minh an toan, hi¢u qua cua thube, Cuc Quan 1y Duoc sé khong tlep tuc
gia han gidy dang ky luu hanh.

bidu 3. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Diéu 4. Giam dbc S& Y té céc tinh, thanh pho true thude Trung wong va Gidm
ddc co sé san xudt va co s& dang ky c6 thudc tai Piéu 1 chiu trach nhiém thi hanh Quyet
dinh nay./.

Noi nhan:
- Nhu Diéu 4;

- BT. Pao Hong Lan (dé ble);
-TT. D8 Xuan Tuyen (de b/c)

- Cuc Y té GTVT B9 Giao thong vin tai;
- Téng Cyc Hai quan - B& Tai chinh;

- Béo hiém x4 hoi Viét Nam; - e <
-B3 Y t&: Vu PC, Cuc QLYDCT, Cyc QLKCB, Thanh tra Vii Tuan Cuong
B9, Viin phong HDTV cip GPKLH thude, NLLT:

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

- Tong Céng ty Duogc Viét Nam - Céng ty CP;

- Céc Bénh vién, Vién cé giuong bénh tryre thuoe Bo Y té;

- Trung tdm mua sdm tap trung thudc quéc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCTTra, P.QLGT;

Website;

- Luu: VT, BKT.




Phu luc 1

DANH MUC 125 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY

LUU HANH TAI VIET NAM HIEU LUC 05 NAM - DOT 183

(Kém theo Quyét dinh sé: 198...../0D-OLD ngay24 thang 03ndm 2023
ctia Cuc Quan ly Dwoc)

Tudi

S6 ding ky

g A r _ Y . r Iy A l 5 S"\ l}.
STT Tén thuée HO’_lt‘Chat chinh Dang Pao Quy cac’l} dong Tle;l tho glavl an ’ ‘0 an
Ham lugng ché goi chuin ; (So dang ky |gia han
’ (thang) . X
da cap)
_(1) (2) (3) 4) )] (6) )] (8) 9

1. Co'sé diing ky: Cong ty C6 phin Dugc - Trang thiét b y té Binh Pinh (BIDIPHAR) (Dia chi: 498 Nguyén Thai Hoc,
phuong Quang Trung, thanh phd Quy Nhon, tinh Binh Pinh, Viét Nam)
1.1. Co s& san xudt: Cong ty Co phin Duge - Trang thiét bi y t& Binh Pinh (BIDIPHAR) (Dia chi: 498 Nguyén Thai
Hoc, phuong Quang Trung, thanh phé Quy Nhon, tinh Binh Dinh, Viét Nam)

Vién nang

Hop 1 vix 10
vién; Hop 2 vi
nhom nhém x 10
vién; Hop 2 vi

893110038723

1 |Bidiclor 500 Cefaclor 500mg . e b & 10 USP42 36 (VD-22118-15) 1
vién; Hop 10 vi x
10 vién; Lo 100
vién; Lo 500 vién
. Vién nén HyR04-51 604
2 |Biragan 500 Paracetamol 500mg i vién; Hop 12 vix NSX 24 893100038823 1
2 vién (VD-24392-16)
Mai 100m! dung
dich chira: Dextrose
monohydrat 1,5g; D dighi
Bitolysis 1,5% | Natri clorid 538mg; | ~5"& 1 N , 893110038923
3 o C)E(ilCi Natri lactat 448mg; thal}n phin [ Tuinhya 2 lit NSX 24 (VD-18930-13) 1
Calci clorid.2H,0 phiia.mas
18,3mg; Magnesi
clorid.6H,0 5,08mg
Madi 100ml chira:
Dextrose
monohydrat 4,25g; .
4 |Bitolysis 4,25% [Natri clorid 538mg; Eimg dl]'fh S by | 893110039023
Low calci Natri lactat 448mg: 1a1}n phéin Ui nhua 2 lit NSX 4 (VD-18934-13) 1
Calci clorid2H,0 | Phicmac
18,3mg; Magnesi
clorid.6H,0 5,08mg
: e .. o a Hép 1 lo+ 1 ong
Acid folinic (dudi Bot dong P
5 |Calcilinat F100 |dang calcium Gl | e MARE | ey | gy | BOILIOGERER |
folinat) 100mg e pha tiem 10ml, (VD-21824-14)
Hép 10 1o
Paracetamol 5gp 10vix 10
6 500mg Paracetamol 500mg | Viénnén | vién; Hop 50 vix | USP43 36 893100039223 1

10 vién

(VD-18251-13)
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Tubi

S6 ding ky

STT Tén thube Hoat Fhat chinh - |Dang Pao Quy cac’if dong Tle;l thi Aglavhz_m ’ S.o lan
Ham luong ché goi chuén o (So dang ky |gia han
5 (thang) el %
da cap)

(1) (2) (3) 4) (5) (6) N (8) 9)
Cefoperazon (dudi
dang Cefoperazon . .. |Hap1lo+01bng

7 |Sunewtam 2g natri) 1g; Sulbactam i nuGe cit phatiém |DBVNV 36 SR RN 1

(dudi dang
Sulbactam natri) 1g

pha tiém

10ml; Hop 10 lo

(VD-21826-14)

2. Co sé dang ky: Cong ty b ph:"in duge phﬁm Vinh Phiic (Pja chi: S6 777, dudng Mé Linh, phuong Khai Quang, thanh
pho Vinh Yén, tinh Vinh Phiic, Viét Nam)
2.1. Co sé san xudt: Céng ty cb phf‘m duge pham Vinh Phic (Pia chi: Thén Méau Théng, P. Khai Quang, TP.Vinh Yén,
tinh Vinh Phic, Viét Nam)

Bupivacain . |Hop 1 vix 5 bngx
8 |Bucarvin hydroclorid Dungdich |, | Hop10vixs | uspaz | 36 | 3931140394231
tiém : (VD-17042-12)
20mg/4ml ong x 4ml
Dungdich | F10p 1 vix 10.4ng 893114039523
9 |Vinphatoxin  |Oxytocin 10 TU/1ml EACh ) ml; Hop Svix | NSX 36 AN
tiém X (VD-26323-17) Xa)
10 6ng x 1ml \\.,\\_‘
3. Co so ding ky: Cong ty cb phan Fresenius Kabi Viét Nam (Dia chi: Khu vyc 8, phudng Nhon Phu, thanh pho Quy e
Nhon, Binh Binh, Viét Nam)
3.1. Co sé sin xuit: Cong ty ¢d phin Fresenius Kabi Viét Nam (Pia chi: Khu vuc 8, phuong Nhon Phi, thanh phd Q}l §
Nhon, Binh Dinh, Viét Nam) )

1\

10

Natri clorid 0,9%

Natri clorid
0,9g/100ml

Dung dich
tiém
truyén

Chai nhya 100ml;
Chai nhwyra 250ml;
Chai nhuwa 500ml;
Chai nhya
1000ml; Chai thuy
tinh 500ml; Chai
nhua 250ml chira
100ml dung dich
NaCl 0,9%; Chai
nhya 500ml chira
250ml dung dich
NaCl 0,9%; Thing
80 chai nhua
100ml; Thung 30
chai nhya 250ml;
Thung 20 chai
nhua 500ml;
Thung 12 chai
thuy tinh 500ml;
Thing 30 chai
nhua 250ml chira
100ml dung dich;
Thung 20 chai
nhya 500ml chira
250ml dung dich;
Thung 12 chai
nhua 1000ml

BP 2021

36

893110039623
(VD-21954-14)
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