UBND TINHKIEN GIANG  CONG HOA XA HOI CHU NGHIA VIET NAM
SO'LTE Poc lap — Tw do — Hanh phic

S0: 1244/SYT-NVD Kién Giang, ngay 03 thang 5 nam 2025

Viv diéu ghinh th()ng tin thucfm
trung thau tai Quyet dinh so
1465/QD-SYT ngay 16/5/2024

(lan 44).
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(Sau day goi chung la cac don vi)

Can cu Quyet dinh s 1465/Qb-SYT ngav 16/5/2024 ctia S& Y té Ve VIEC
phé duy &t két qua lua chon nha thau G01 s6 1: Goi thau thude generic cap clru
thudc ké hoach lua chon nha thau cung cap thuoc tap trung tinh Kién Giang, giai
doan 2023-2025 (dot 3). (Theo quet dinh sd 3432/QD-UBND ngay 29/12/2023
cua UBND tinh Kién Gmng) Can ctt tai Muc PKC 26.1 Chuong VII Diéu kién
cu thé ctia hop dong tai E-Ho so moi thau.

Trén co so dé nghi caa nha thiu Cong ty TNHH Duoc phim va Trang
Thlet b1 Y e Hoang DPuc ta1 Cong van <~o 995/2025/TENDER ngas,r 24/4/2025
vé viée xin thay dbi théng tin gia han s6 dang ky luu hanh thudc trang thau
(dinh kem).

Se Y té thong bao d dén cac nha thau va cic don vi viée diéu chinh thong tin
thude tring thau tai (Phu Iuc Danh muc thuoc triing thau diéu chinh thong tin
dinh kem)

Cac nd1 dung khac lién quan dén cac thude trung thau néu trén tai quet

dinh s6 1465/QD-SYT ngay 16/5/2024 cua S Y té gilt nguyén khong thay doi.

So Y té thong bao dén nha thau va céac don vi duoc biét, thue hién./.._

Noi nhdn: GIAM POC
- Nlur trén: = S

- GD va cac PGP SYT (dé bic):
- BHXH tinh:

- Trang thong tin dien tr SYT:
-VPDT SYT:

- Luu: VT, NVD, lviminh.




Phy inc

DANH MUC THUOC TRUNG THAU BPIEU CHINH THONG TIN

1. CONG TY TNHH DUQC PHAM VA TRANG THIET BI Y TE HOANG PUC
Dia chi: 12 Nguyén Hién, Phucng 4, Quéan 3, TP.HCM

lon 120mg

' : SPK Hi y
STT Hoat chat Tén thuoc hiodc so I Thong tin diéu chinh
GPNK it
16ilo 1.5 ;
Moi lo 1j31111 Gia han s6 dang ky
chira: 120me/ Iru hanh:
o UrOSUr J-1890%-15 < 5
I | Phospholipid Curosurf VIN-18309-12 1.5ml 800410111224
chiét fir phoi

(VN-18909-15)




CONG TY TNHH DUQC PHAM &
TRANG THIET B Y TE

f

4 3 ' CONG HOA XA HQI CHU NGHIA VIET NAM
: an- HOANG BUC Péc 1dp — Tw do — Hanh phiic
150 9001 : 2008
Vi St Khde Cong Bbng
Sé: 995/2025/TENDER Tp.HCM, ngay 24 thang 04 nam 2025

(Vv diéu chinh S6 diing ky thudc tring thau)
Kinh giri: S& Y té tinh Kién Giang

Loi diu tién, Cong ty TNHH Dwgc Phdm va Trang Thiét Bi Y té Hoang Pire chin
thanh cam on Quy S& di quan tim ung ho cic san pham cua cong ty chung t6i phén phdi
trong sudt thoi gian qua.

. Cén cit Quyét dinh s6 94/0D-OLD ngay 31/01/2024 cia Cuc Quan Ly Duoc Vé
viée ban hanh danh muc 38 vie xin, sinh phcfm duoc gia han gic?'y déing ky luu hanh tai Viét
Nam - Dot 49;

- Cdn cit Quyét dinh s6 1465/0D-SYT ngay 16 thang 5 nam 2024 cva S6 Y té vé vige
phé duyét két qud lya chon nha thau cung cﬁlp thube tdp trung tinh Kién Giang, giai doan
2023-2025 (dot 3) Géi 56 1: Gi thau thube generic cdp ciku,

- Cdn cir kha nang cung vung hang héa cua Cong ty TNHH Dugc Phdam & Trang
Thiét Bj Y té Hoang Diic.

Cong ty TNHH Dugc Phém va Trang Thiét Bi Y té Hoang Dtrc 1a nha phﬁn phéi chinh
thirc cho san pham Curosurf (Moi lo 1,5mi chita: Phospholipid chiét tir phoz lon 120mg)
cua nha san xuit Chiesi Farmaceutici S.p.A -Y. Chiing t6i da trung thau san phdm Curosurf
v6i sb dang ky VN-18909-15 tai Quy S&. Nhung hién tai, sin pham nay da duge Cuc Quén
ly Duge cép sb ding ky mdi 800410111224, 16 hang theo sé dang ky méi nay da dugc nhip
khiu vé Viét Nam va s& cung g cho c4c co s§' y té.

Bing vin ban nay, chiing tbi xin thong bao vé viéc diéu chinh va cung tng san pham
Curosurf theo s ding ky méi 800410111224, Viéc thay ddi S6 dang ky nay khéng anh
huéng dén céc thong tin khéc ciing nhu chit lugng san pham. (dinh kém tai lidu Gidy phép
luw hanh san phdm theo s6 ding ky cii va méi dé Quy S¢ doi chiéu).

Kinh mong Quy S& xem xét va chap thuan.
Trén trong cAm on va kinh chao!

Noi nhén:
- Nhu trén
- Luu phong thau




BO Y TE com,  AOA x& H()I CHU NGHIA VIET NAM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Béc Iip - Ty do - Hanh phiie

DRUG \DMI\ STRATION OF VIETNAM Independence - Freedom - Happiness

Ml - Vgl Nam
R 844368234758

HEP LUU HANH SAN PHAM

MARKETING AUTHGR]ZATION

Curosu:f
Name of Drug:
Thanh phan chinh, ham lwong  :  M&ilp 1.5mi chira: Phospholtpid chiét tir phdilgn
Active ingradients, Strength: 120mg
Qui cach déng géi, bao ché . Hép 11¢ 1.5mi; H6n dich bcrm 6ng néi khi gquan
Packing Size, Dosage form:
Tiéuchudnchatlyong - @ NSX
Quality Specification; : iy
Han ding , . 18thang
Shelf- life:
Sb6 gidy phép luu hanh sén phém (SBI“ Yoot I ViN-1 8909-15
Marketing Authorization Number: - '
sé quyét dinh : 270!QB~=:: 'f) ‘Ngay clp: 26/5/2015
Approval Decision Number: £ . Date of Issuance:

Hiéu wre clia gidy phép leu hanh san phém: cé gi& i 05 ném ké tir ngay cép
Expiration Date of this Marksting Aufhonzaﬂon' '

Tén co s¢ ding ky : Hyphens Pharma Pte. Ltd

Name of Marketing Authorization Holdsr ; 2

Dia chi ;138 Joo Seng Road, #03-00, Singapore 368361 -
Address: Singapore

Ténco s& sén xult . Chiesi Farmaceutici S.p.A.

Name of'Manufaanmnr ; AT : SR ‘ S : :

Piachl - 1 ViaPalermo 26/A 43122, Parma - Italy

Address: : : ;

Tén co s& 'déng goi
Name of Assembler

Pia chi
Address.

M8 Nﬁ.r g y 26 théng 5 nam 2015.
- Cl}C TR G CUC QUAN LY DUQC
NEBLQIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

Ghi chil: pete) ]
1- Gidy phép lvu hanh san phdm nay duoe cAp theo At g‘hl‘i at
dang ky thude da duoc'Bo Y 1& phé duyét.
This markellng authonzation has been issued in ccordance with e
approved by the Vieinam Ministry of Health.

2- BAl cr sy thay ddi nac va ndi dung clia gidly phép phai d\wc
Cuc Quan Iy duoe - B3 Y 8 xéc nhén.

Any variations of the contents of the markefing wﬂmrfmrfm am mqulmd;
adopfed by ﬂ':e Drug Administration of Viefnam :

TRUONG QUOC CUONG




s Ky béi: Cue Quan

o %m wre BQYTE CONG HOA XA HQI CHU NGHIA VIET NAM

7 HIEHC QUAN LY DUQC ~ Dje lap - Ty do - Hanh phiic
S6: 94 /Qb-QLD Ha Noi, ngay 31 thdng 01 ndm 2024
QUYET PINH

V& viéc ban hanh Danh mue 38 viic xin, sinh phim
dwge gia han gify ding ky lun hanh tai Viét Nam - Dot 49

CUC TRUGNG CUC QUAN LY DUQC

Cdn e Ludt Duoe vé 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh s‘o 95/2022/ND-CP ngay 15/11/2022 clia Chinh phu quy dinh
chite ndng, nhiém v, quyen han vé co ¢du 6 chite ciia B Y 16,

Céin cir Théng e s6 08/2022/TT-BYT ngay 05/09/2022 ciia B truong BG ¥ 1 quy
dinh viéc dang ky luu hanh fl'moc nguyén liéu lam thuéc;

Céin cir Quyét dinh 56 1 969/0D-BIT ngay. 26/4/2023 ciia Bé trudng B6 Y té quy
dinh chitc nang, nhiém vy, quyén hgn va co cau to chite ctia Cuc Quan Iy Duge thude Bé
Y té,

Céin cir két ludn ciia Hoi dong tr van cdp gidy dang ky lwu hanh thube, nguyén
liéu lam thube - B6 Y 1é;

Theo deé nghi ciia Trudng phong Ddng ky thuée, Cuc Quan Iy Dirge.
QUYET DINH:

})leu 1. Ban hanh kém theo Quyét dinh nay Danh muc 38 véc xin, sinh phdm duoc
gia han gidy ding ky luu hanh tai Viét Nam - Dot 49, bao gom

1. Danh muc 17 vic xin, sinh pham dugc gia han gidy dang ky luu hanh hiéu luc
05 nam - Dot 49 (Phu luc I kém theo Quyel dinh nay).

3. Danh muc 21 vic xin, sinh pham duoc gia han gidy dang ky luu hanh higu luc
03 nim - Dot 49 (Phu luc Il kém theo Quyét dinh nay).

Piéu 2. Co s0 san xuﬁt va co 86 dang ky thudc c6 trach nhiém:

1. San xudt, cung clp thude vio Viét Nam theo diing cac hé so, tai liéu ¢4 dang ky
voi B Y té va phai in 0 dang ky duge B§ Y té Viét Nam cép 1én nhan thude.

2, Chap hanh day du phép lugt cia Viét Nam va céc quy dinh ciia B Y 1€ vé san
xuat, nhap khéu thudc va luu hanh thube tai Viét Nam, néu c6 bat cir thay dbi gi trong
qua trinh liru hanh thuc & nude so tai va & Viét Nam thi phai bédo cdo ngay cho Cuc
Quan 1y Dugc - B Y té Viét Nam.

'I'huc hién viéc cdp nhat tiéu chuén chét lugng cia thube theo quy dinh tai
Thoéng tu s6 11/2018/TT-BYT ngay 04/5/2018 cua BO trudng Bo Y té quy dinh vé chat
lugng thube, nguyén li¢u lam thuoc, Thong tu s6 03/2020/TT-BYT ngay 22/01/2020 cia
B truéng BO Y té sira dbi, bd sung mot sb diu cia Thong tir 11/2018/TT-BYT quy dinh
vé chét lrong thudc, nguyén liéu lam thube.

4. Cip nhéat nhin thude, t& huéng din str dung thude theo quy dinh tai Théng tur s
01/2018/TT-BYT ngay 18/01/2018 cua B tmémg Bo Y t& quy dinh ghi nhan thudc,
nguyén liu lam thude va to hudng dan sir dung thude - trong thoi han 06 thang ké tir ngay
ky ban hanh Quyét dinh nay, theo hinh thire thay dm bd sung gidy dang ky luu hanh
thude quy dinh tai Thong tu s6 08/2022/TT-BYT dbi véi thude chua cép nhét n6i dung
nhin thude, t& hudng dan sir dung thude theo quy dinh tai Thong tu s6 01/2018/TT-BYT
cua Bo trudng BO Y té.

5. Sau 12 thang ké tir ngdy ky ban hanh Quyet dinh nay, cac thubc dugc gia han
gxay dang ky luu hanh tai Phu Iyc 1, II 6 thay dol vé ndi dung hanh chinh (bao gom ca
mau nhan, to huong dan st dung) phal sén xuét (dm voi véc xin, sinh phdm san xuét
trong nudc), nhap khiu (d6i véi véc xin, sinh phdm nhép khéu), lru hanh voi céc ndi



dung da dugc phé duyét thay aéi trong hé so ding ky gia han.

6. Phbi hop v0i clc co SOy t& dy phéng, co sér dieu trj dé thue hién theo ding céc
quy dinh hién hanh vé thudc ké dom, theo dai an toan, hi€u qua, tdc dung khong mong
mudn cua thuoc trén ngudi Viét Nam va 6ng hop, béo cdo theo quy dinh tai Picu 5
Thong tw s6 08/2022/TT-BYT ngiy 05/9/2022 ciia B truémg B6 Y té quy dinh viée dang
ky luu hanh thude, nguyén lidu 1am thude dbi véi cac thude thudc Danh muc ban hanh
kém theo Quyét dinh nay.

7. Co st dang ky thude phai bao dam duy tii didu kién hoat dong trong th&i han
higu luc cta gidy dang ky luu hanh thude, nguvn lidu 1am thude. Trong trudmg hop
khéng con dép tmg du diéu kién hoat déng, co 5o dang ky phai c6 trach nhiém thuc hién
thay déi co s& ding ky theo quy dinh tai Théng tu s6 08/2022/TT-BYT ngay 05/9/2022
clia Bo truong By Y té quy dinh vic dang ky lru hanh thube, nguyén liéu lam thube
trong thivi han 30 ngay ké tir ' ngay co so dang kv khong con du diéu kién hoat dong.

8. Co s& diang ky thuﬁc phai béo cdo B¢ ¥ (Cuc Quan Iy Durgc) té vé cép nhat tinh
trang dép (mg Thuc hanh t6t san xuft ¢ aa co' st s3u xudt thude, nguyén liéu lam thudc.
Trudmg hop co sé san xuét bi thu héi gidy phép s4n uvit hodc khong dép img Thyc hanh
t6t san xuat thudc, nguyén lidu lam thudc & nuce s& 25, co s& phai thye hién viée bao céo
trong thoi han 15 ngay ké tir ngay cé théng béo via co quan quan 1y c6 thim quyén nuée
s& tai theo quy dinh tai diém d khoan i Diéu i90 Nghi dinh s 54/2017/ND-CP ngay
08/5/2017 ctia Chinh pht: quy dinh chi tiét mai s diéu va bién phap thi hanh Luat Duoe.

9. Thude s6 thir tr 11 tai Phu lue II Quyét dinh nay: sau khi dugc gia han gidy
dang ky luu hanh thuﬁc cong ty dang kv phai ndp hd so chét luong theo ACTD theo
yéu clu cha Thong tur so 08/2022/TT-BYT theo hinh tm.rc thay ddi/bd sung quy dinh tai
Phu luc II Thong tu so 08/2022/TT-BYT d¢ durge tiép tuc xem xét gia han gidy dang
ky liu hanh cho lan tiép theo.

10. Céc thubc s thirtu 1, 2, 3, 4. 5, 15, 16.17. 18 tai Phu luc II Quyét dinh nay:
sau khi duoe gia han gidy ding ky Iuu hanh thude, cong ty ding ky phai nép ho so 1am
sang theo hinh thirc thay déi, bb sung quy dinh tai Phu Iyc II Thong tir sb 08/2022/TT-
BYT dé duoe tiép tuc xem xét gia han giéy dang ky lwu hanh cho lan tiép theo.

Piéu 3. Cac thuéc duroc gia han glay dang ky lun hanh tai Phu luc 1 va Phu Iuc IT
Quyet dinh nay duge tiép tuc sir dung 56 ding }v d3 chp trude khi gia han trong thdi han
t6i da 12 théng ké tir ngay duge chp s6 dang ky =ia han theo quy dinh tai Phu luc VI ban
hanh kem theo Thong tu s6 08/2022/TT- BYT

Piéu 4. Quyét dinh nay cé higu hre ké tir ngay kv ban hanh.

Piéu 5. Giam dbe S& Y té caz tinh, thanh phd e thude Trung wong va Gidm dbc
co s& san xudt va co s& ding ky cé thud.: tai Bu:a 1 chin trach nhiém thi hanh Quyét dinh
ndy./.

Noi nhin: CUC TRUGNG
- Nhur Diéu 5; ’/,:-}mU GN
- B& truémg BYT (d b/c); S A O,

- Thir trudng D& Xudn Tuyén (dé bre); ('}9/ LU
- Cuc Quéin y - B Quéc phong, Cyuc Y té - By Cong ‘,-;! TLEAR
Cuc Y té GTVT - Bd Giao théng vin tai; Téng Cuc ¥ a;,\ Due

quan - B§ Tai chinh; \_,
- Bio hle' x& hoi Viét Nam; S ¥ z
- B6 Y té Vu PC, Cuc YTDP, Cuc KHCN&BT; Cuc Vii Tuén Cuwing

QLKCB, Thanh tra B, Van phong NRA, Van phong
HBTV cip GPKLH thudc, NLLT; Trung tim mua sém QG;
- Vién KDQG VX&SPYT, Viégn VSDTTW;

- Téng Coéng ty Duge VN — CTCP, Céc Cong ty XNK duge
pham {xem Website Cuc QLD);

- Céc Bénh vién & Vién co giudng bénh truc thuéc BYT;

- Cuc QLD: céc phong QLGT, QLKDD, QLCLT, PCHMN,
VP Cuyc, Website Cuc QLD;

-Luu: VT, KT (4b).



Phu luc II

DANH MUC 21 VAC XIN, SINH PHAM DUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - DOT 49

(Kem theo quyét dinh s6: ..%4....../QD-QLD, ngay .31./701.../.2024.ctia Cuc Quan Iy Dugc)

STT | Ténthuoe | Hoat chatchinh— | Dang bao | Quycach | Tiéu | Tudi S6 ding ky So
Ham lugng ché dong géi chufin tho ia han lin
(thing) (So ding ky gia
da cip) han
1 2) (3) 4 [6)) (6) )] (8) %)
1. Co s& dang ky: Cong ty cb phiin cong nghé sinh hoc duge Nanogen (Dja chi: Lo I-5C,
Khu cong nghé cao, phuong Tang Nhon Phit A, Thanh phé Thit Bire, TP. Hé Chi Minh, Viét
Nam)
1.1. Co sé san xuit: Cong ty ¢b phin cong nghé sinh hoc duwge Nanogen (Dia chi: Lo I-
5C, Khu céng nghé cao, phuong Tdang Nhon Phi A, Thanh phé This Diie, TP. Hé Chi Minh,
Viét Nam)
1 Nanokine Recombinant Dung | Hop 1 bom | NSX 24 893410109724 | |
Human dich tiém dong (QLSP-HO03-
Erythropoietin tiém sin x 0,5ml 1159-19)
alfa
20001U/0,5ml
2 Nanokine Recombinant Dung | Hop 1 bom | NSX 24 893410109824 | 1
4000 IU Human dich tiém doéng (QLSP-923-16)
Erythropoietin tiém- s&n thudc
alfa x0,5 ml
40001U/0,5m]
3 Pegnano Peginterferon Dung Hop 1lo | NSX 24 893410109924 | 1
alfa-2a 180pg/ml dich Iml (QLSP-HO03-
tiém 1103-18)
2. Co sé dang ky: Cong ty C6 phan Dugce Trung Uong Mediplantex (Dja chi: 358 duong
Gidi Phong, phweng Phuong Liét, qudn Thanh Xudn, thanh phé Ha Ngi, Vigt Nam)
2.1. Co s& san xut: Cong ty C6 phan Dwge Trung Uong Mediplantex (Dja chi: Nha mdy
dirge phcfm s6 2: Thén Trung Hdu, xd tién Phong, huyén Mé Linh, thanh phrf Ha Noi, Viét
Nam)
4 Althax Thymomodulin Vién Hop 3 vix | NSX 36 893410110024 | 1
120mg nang 10 vién; (VD-18786-13)
cing | Hop6vix
10 vién
3. Co sir dang ky: Cong ty cb phin y té Dirc Minh (Pja chi: S6 51, ngd 205, ngdch 323/83,
dwong Xudn Dinh, phwong Xudn Dinh, qudn Bac Tir Liém, thanh phé Ha Ngi, Viét Nam)
3.1, Co s& sin xuft: Centro de Inmunoclogia Molecular (CIM) (Pia chi: Calle 216,
Esquina 15, Reparto Atabey, Playa, La Habana, Cuba)
5 CIMAher Nimotuzumab Dung Hop 04 lo | NSX 36 850410110124 | 1
(Humanized dich x 10ml (QLSP-1002-
Monoclonal tiém 17




STT | Ténthube | Hoat chaf chinh— | Dang ban | Quy cdch | Tieu | Tudi S§ dang ky S6
Ham hrong ché dong gdi chufin tho gia han lin
(thang) | (Sodangky | gia
da cip) han
@ 2 3) 4 (3} (6) (7 @) &)
15 Menopur | Menotrophin tinh | Bétpha | Hop 5io | NSX 24 400414111124 | 1
khiét cao tiém b¢iva 5 (QLSP-0751-
(gonadotrophin tir ong dung 13)
nude tiéu phu nir méi Imi;
mén kinh, HMG) Hdop 10 o
twong tmg véi 75 bt va 10
[UFSHva 751U bng anng
LH | méi imi
12. Co sé dang ky: Hyphens Pharma Pte.Ltd (ic chi: 16 Tai Seng Street, #04-01,
Singapore 534138, Singapore)
12.1. Co sé san xuidt: Chiesi Farmacentici S.p.A (Zi4 chi: Via San Leonardo 96-43122
Phospholipid Hon Hop ! iox | NSX 18 1
chiét tirphéilon | dich 1,5mi
120mg/1,5ml | bom 6ng
ndi khi
quén
13. Co s& dang ky: LG Chem, Ltd. (Dia chi: (Yeouido-dong) 128, Yeoui-daero,
Yeongdeungpo-gu, Seoul, Han Quéc)
13.1. Co s& san xuit: LG Chem, Ltd. (Pia chi: 129, Seokam-ro, Iksan-si, Jeollabuk-do,
Hin Qudc)
17 IVE-M Menotropin Bot Hop S6ne | BP 24 880414111324 | 1
Injection 150U déng bt dong | 2016 (QLSP-1018-
150 IU khé pha | kho pha 17)
tietm | tiémkim 3
lp dung
méi pha
tiém NaClli
0,5% = Tmi
18 IVE-M Menotropin 751U R6t Hop Gi 5ng | BP 24 880414111424 | 1
Injection 75 dong bot dong | 2016 (QLSP-1019-
U kho pha | kha pha 17)
tiém | tiém kém 1
lo dung
méi pha
tieém NaCl
0,9% x 1mi




Tén thubc | Hoat chat chinh— | Dang bao | Quycich | Tiéu | Tudi So6 ding ky

STT So
Ham lrgng ché d6ng g6i | chudn | tho ia han lin
; (théng) (So dﬁtxlg ky gia
| . da cap) han
(1 (2) (3) C)) (5) (6) (7) (8 9
2,2ug; Huyét thanh
tuyp 19F
polysaccharid phé
cAu khudn 2,2ug;
Huyét thanh tuyp
23F polysaccharid
phé cau khudn
2,2ug; Protein vén
chuyén CRM197
32ug
15. Co s& dang ky: Unico Alliance Co., Ltd (Dia chi: Flat/Rm 1007 BLK B, 10/F, Seaview
Estate, 2-8 Watson Rd, North Point, Hing Kong)
15.1. Co siv sin xuft: CSL Behring AG (Pia chi: Wankdorfstrasse 10, 3014 Bern, Thyy S7)
20 | AlbuRx20 | Human albumin Dung Hop 1 lo EP 36 760410111624 | 1
20% (200g/1) dich S0ml; Hop | hién (QLSP-969-16)
tiém 1lo 100ml | hanh
truyén
21 AlbuRx 5 Human albumin Dung Hép 1 1o EP 36 760410111724 | 1
5% (50g/1) dich 250ml hién (QLSP-968-16)
tiém hanh
truyén

Ghi chii:

1. Cach ghi tiéu chudn chdt lwong thudc tai cét (6):

- Nha san xudt (NSX), Tieu chudn nha san xudt (TCNSX), Tiéu chudn co sé¢ (TCCS), In-house c6 y nghta ticong
diomg nhau, L tiéu chudn chét higng thudc do co s6 sin xudt xdy dimg va déu co thé dwge ghi trén nhén thude.
- Cdch viét tét cée tiéu chudn chdt heong dirac dién: Duge dién Viét Nam (DDVN), Diuege dién Anh (BF), Dirgc dién
My (USP), Duoc dién Nhét Ban (JP), Dugc dién Trung Quéc (CP), Dugc dién Chau Au (EP), Dupe dién Quéc é
(IP)...

2. 86 dang ky tai cot (8):

- Sd dang ky gia han la 56 dang ky duge cdp theo quy dinh tai Phy lyc VI Thong e 08/2022/TT-BYT ngay
05/09/2022 ciia Bé truong Bo ¥ té quy dink viée ding ky eu hanh thudc, nguyén ligu lam thdc.

- 86 déing ky da cdp (chrpe ghi trong ngodic don) 1a 34 ding ky da duge cdp tricde khi thude dwge gia han theo quyét
dinh nay.



SO Y TE KIEN GIANG CONG HOA XA HQI CHU NGHIA VIET NAM
TRUNG TAM Y TE GIANG THANH Dac ip — Tu do - Hanh phic

PHIEU GiAL QUYET VAN BAN DEN
HG/I@MW/W‘HW ..ngay,. 05.....thémg.j....nﬁm 2025.........

{. Y kién ciia ldnh dao co quan, td chie
- Giao dom vi, ca nhan chii tri;... Ao Ao

_ Giao cac don vi, ¢4 nhdn tham gia phdi hop giai quyEt van ban dén (néu co);

- Thoi han giai quyét doi vai moi don vi, cd nhdn (n€u €0);.....oooo oo

“OIAM D O!ﬁ. ......................................
- Ngay,........ thang ....-- nam....... cho y lqul han phdi, giai quyét. ..

2. Y kién cia ldnh dao Khoa, Ph

- Giao cho ¢a nhin; thot hai gidi quys

-Ngay,... thang,...... DB, ... ... CH0 T B8R, e o5 005 v 393 999 v v w8 0 0 smanmsimsnns

< A

3.V kifn a8 xufit ciia npudi gisi quyét.

- Y kién d& xuét giai quyét vin ban dén cua ca nhan,

« NEaY,. .. < thang,........ éi. ... d€ A KXudt y kién..



