UBND TINH NINH THUAN CONG HOA XA HQI CHU NGHIA VIET NAM
SOYTE Doc 1ap - Tw do - Hanh phtc

S6: 2062 /SYT-NVYD Ninh Thudn, ngay 06 thangs nam 2025

VIV thay ddi sb ding ky thudc
trang thau goi so 1: goi thau
thuoc Generic.

Kinh gui: 7
- Bao hiém xa hoi tinh;
- Bénh vién tinh.

Tiép nhan Cong van s6 1012/2025/TENDER ngay 24/04/2025 cia Cong
ty TNHH Dugc Pham va Trang Thict Bi Y t¢ Hoang buc ve viéc di€u chinh so
dang ky thuoc trung thau;

Can cir Quyét dinh KQ2400544691 2502251521 ngay 25 thang 2 nim
2025 cua Giam doc S¢ Y té Vé viéc phé duyét két qua lwa chon nha thau qua
mang cta goi thau Goi sé 01: Gaoi thau thudc Generic, thudc ké hoach Iwa chon
nha thau Ké hoach Iya chon nha thau cung cap thudc dy todn mua sam tap trung
thuéc nam 2024 cua So Y té, thuoc du an/du todn mua sam Dy toan mua sam
tap trung thudc nam 2024 ctia SO Y té;

Can cu khoan 3 Piéu 15 Thong tu sb 07/2024/TT-BYT ngay 17 thang 5
nam 2024 cua Bo Y té quy dinh viéc dau thau thudc tai cac co sd y té cong lap.
Trong d6 quy dinh vé truong hop thude tring thau co thay doi trong qua trinh
lwa chon nha thau hoic cung &ng thudc tring thau;

SoY té da ra soat va thay d6i thdng tin thudc d6i véi ma hang theo Quyet
dinh s6 ' KQ2400544691_2502251521 ngay 25 thang 2 nam 2025 cua Giam dbe
S¢ Y té Ninh Thuan thudc géi s 1: géi thau thuéc Generic, thong tin chi tiét
dinh kém theo Phu luc.

~ So'Y té thong bao va gui tai ligu lién quan dén Quy co quan, don vi dé
phoi hop, thuc hién./.
(Dinh kém COng van 1012/2025/TENDER ngay 24/04/2025 cua Cong ty
TNHH Duoc Pham va Trang Thiét Bi Y té Hoang Puc)

Noi nhgn: KT.GIAM DOC
- Nhu trén; 0 A A

- Kho bac nha nudéc tinh; gl T%E;%}GIAM bOC
- Cong ty TNHH Dugc Pham fay . X }*\

va TTBYT Hoang Puc; 5'7{_' % =1 /
- Lanh dao So; ) \ )

- Website So' Y t¢;

- Luu: VT, NVYD. Lo e .
=“Bui Vin Ky
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S6 dang ky theo

[ f‘ ggfis : DANH MUC THUOC GENERIC THAY POl SO PANG KY
\ Y({ge[?"zﬁeo Céng van so 2062 [SYT-NVYD ngdy 06 things ndm 2025)
ll\‘x I - -

S6 hrong da
cung wng theo

S6 lwong cung

A I Quyét dinh A ax , Ao I s0 dang ky caa ung con lai
STT | Mahang | o cn (R3¢ DO | Q2400544691 S0 dang ky thay | Ten cua co trslfl’nl“"t’l‘l‘agu Quyétdinh | cung img theo
g 2502251521 y g KQ2400544691 | sb diing ky
ngay 25/2/2025 2502251521 thay dbi
ngay 25/2/2025
1 | G11442 Curosurf Lo VN-18909-15 | 800410111224 Bert‘i};ﬂ?@n 500 0 500
TONG 500 0 500




PHU LUC: DANH MUC THUOC GENERIC VA VAC XIN PE NGHI THAY POI SO PANG KY
Keém theo Céng vén sé 1012/2025/TENDER ngay 24/04/2025

S6 lwong cung rng

S6 lwong con

S6 ding ky theo theo s6 ding ky Tl T o
. .« | Tén thubc Quyét dinh s6 |S6 ding ky thay | . . .z | S6lwong | S6lrong cung &ng tai ¥ S
TT |Mathude) o ingthan | PYT | KQ2400544691 adi TenoU US| yrino thiu, | g 20% | Quydt dimhed :.hegfht‘l’l‘;g

2502251521 KQ2400544691_ | "™ §6' b
2502251521 :
1 | Gl1442 | Curosurf Lo VN-18909-15 | 800410111224 | Bénh vién tinh 500 , - 500

Ninh Thuén

Téng 500 - - 500




CONG TY TNHH DUGC PHAM &
/ TRANG THIET BI Y TE o . - R B - .
- = ' 7 CONG HOA XA HOI CHU NGHIA VIET NAM
HOANG ﬂ uc Déc lap — Tw do — Hanh phic

IO OGN 1 24108
Wi St khde Ofing Bing |

S6: 1012/2025/TENDER ) . Tp. HCM, ngay 24 thdng 04 ndm 2025
(V/v diéu chinh S6 ddng ky thuoc tring thau)

Kinh giti: S& Y té tinh Ninh Thuén

Loi dau tién, Cong ty TNHH Dwgc Phim va Trang Thiét Bj Y té Hoang Dirc chan
thanh cam on Quy S& di quan tim ting hd cic san phdm cua cong ty chung toi phan phdi
trong sudt thoi gian qua.

- Cdan cit Quyét dinh 56 94/QP-QLD ngay 31/01/2024 cia Cuc Quén Ly Duwoc Ve
viéc ban hanh danh muc 38 vic xin, sinh phdm duwoc gia han gidy ding ky luu hanh tai Viét
Nam - Dot 49;

- Cdn cik Quyét dinh s6 KQ2400544691 2502251521 ngay 25/02/2025 ciia S Y 16
Ninh Thudn vé viéc phé duyét két qud lua chon nha thu qua mang ctia g6i thau Géi sé 01:
Gdi thau thuoe Generic, thude ké hoach lva chon nha thau Ké hoach Iva chon nha thau
cung cd’p thube du todn mua sém tdp trung thuée ndm 2024 cia Sé Y 16, thuéc dw dn/du
todn mua sim Dy todn mua sém 1dp trung thudc ndm 2024 cia S6 Y 16;

- Can cit khd ndng cung g hang héa ciia Céng ty TNHH Dwoc Pham & Trang
Thiét Bi Y té¢ Hoang Pike.

Cong ty TNHH Dugc Phim va Trang Thiét Bj Y té Hoang Dirc 1a nha phan phdi chinh
thite cho sén pham Curosurf (Méi lo 1,5ml chita: Phospholipid chiét tir phéi lon 120mg)
ctia nha san xuét Chiesi Farmaceutici S.p.A -Y. Chiing toi da tring thau san phdm Curosurf
v6i s6 dang ky VN-18909-15 tai Quy S&. Nhung hién tai, san phdm nay da dugc Cuc Quéan
Iy Dugc cdp sb ding ky mdi 800410111224, 16 hang theo sb dang ky méi nay da dugce nhép
khau vé& Viét Nam va s& cung tmg cho céc co 6y té.

Bing vin ban nay, chiing t4i xin thong bao vé viéc diéu chinh va cung tmg san phim
Curosurf theo s6 dang ky méi 800410111224, Viéc thay ddi Sé dang ky nay khong anh
huéng dén céc thong tin khac ciing nhu chét lwong san phim. (dinh kém tai liéu Gidy phép
lwew hanh san phdam theo s6 ding ky cii va méi dé Quy Sé déi chiéu).

Kinh mong Quy S& xem xét va chép thuan.

Tran trong cdm on va kinh chao!

Noi nhén:
- Nhu trén
- Luu phong thdu
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,“"é%«‘”%‘ UU HANH SAN PHAM
; MARKETWG AUTHOR!ZATIQN ' P

‘Ténthube e I Curosurf

Namie 6f Dnig: e .. v

Thanh phan chinh, ham iqug ;.'Méx lo 1 5ml chwa Phcsphohpsd chlét for phén k;vn'
Active Ingredients, Strength , 120mg - ¢

Qui cach déng-goi, baoché 1. Hop 1 lo i 5ml an d ch bom éng ﬂéikhi quan
Packing Size, Dosage form: ' L i, e N .

Tiéu chuAn chit !u*:yng 3 ¥ NS_XYY

Quality Speczfcafion . ey N

Han dung " DRy TR -18thang

Shelf-iife: o ' : ' i 2 4

$6 gidy phep luu hanh sén phém (SBK) VN 1 390945 |

Maﬁfetmg Authonzatlon Number ,

S6 quyét dinh | : i,. 27OIQE)«QLD Tt Ngay cép 26/512(315
Approval Decision Numbef: B © - Date of Issuance:

Hiéu luc clia gidy phep Teru hanh san pham ¢ gia trj 05 nam ke o ngéy cap
ﬁx;nra!lan Date of this Marketmg Authonzatmn '

Tén co & dang ky i -’Hyphens Pharma Pte. L.td

Nameé of Marketing. Authonzatlon Hafder o

Bifa BRI S0 o e Tk 138 Joo Seng- Road #03—00 Smgapore 368361 .
Address AP el e 7 Bingapore v
Tén co 8¢ san xuat Tl me i _-Chiesi Farmaceutici S. pA

“Name of Manufacfurer LU I

Dja chi - gt Via.PaIe_rmo,» ZGIA 43122, Parma - Italy

- Address; ’ e O e Sl

Tén co s& dong goi
" Name of Assembler
~ Dia chi
- Address.

Ha NOI éy 26 théng 5 ném 201 5

CYC TRUPONG CUC QUAN LY DUQC
: GENERAL:DI.BE_CTOR OF THE- DRUG. ADMIN!STRATION OF VIETNAM
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*@ v BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

W @j IEHC QUAN LY DUQC Pic 1ap - T do - Hanh phiic
S6: 94 /QP-QLD Ha Ngi, ngay 31 thdng 01 ndm 2024
QUYET PINH

V& viéc ban hanh Danh muc 38 vic xin, sinh phim
dwec gia han gidy dang ky luu hanh tai Viét Nam - Dot 49

CUC TRUOGNG CUC QUAN LY DUQC

Can cir Ludt Duoc sd 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh 90 95/2022/ND-CP ngay 15/1 1/2022 cua Chinh phii quy dinh
chire ndng, nhiém vy, quyen han va co cdu t6 chive ciia BY Y 16;

Cdn cik Thong tu s0 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trueéng Bo Y té quy
dinh viéc dang ky luu hanh thuoc nguyén lidu lam thuéc;

Cdn cir Quyét dinh 56 1 969/0D-BYT ngay 26/4/2023 ciia B6 truong B6 Y 1¢ quy
dinh chirc ndng, nhiém vy, quyén han va co cau 16 chite ctia Cuc Quan Iy Dugc thude Bé
Yté

Ciin cir két ludn ciia Hoi dong nr vin cdp gidy dang ky heu hanh thude, nguyén
ligu lam thudc - B Y té;

Theo dé nghj cia Trudng phong Bing ky thuéc, Cuc Qudn Iy Durge.

QUYET PINH:

})leu 1. Ban hanh kém theo Quyét dinh nay Danh muyc 38 vic xin, sinh phim dirgc
gia han gidy dang ky luu hanh tai Viét Nam - Dot 49, bao gom

1. Danh muc 17 véc xin, sinh pham dugc gia han gidy ding ky luru hanh hiéu lyc
05 nam - Dot 49 (Phu luc I kém theo Quyet dinh nay).

3. Danh muc 21 vic xin, sinh phdm duoc gia han gidy diang ky Iuu hanh hiéu luc
03 ném - Dot 49 (Phu luc IT kém theo Quyét dinh nay).

Picu 2. Co s¢ san xuét va co s& dang ky thube ¢6 trach nhiém:

1. San xuét, cung cép thube vao Viét Nam theo ding cac hé so, tai liéu da dang ky
v6i B Y t& va phai in s§ dang ky dugc B6 Y té Viét Nam cép 16n nhan thudc.

2. Chap hanh day du phap luat cha Viét Nam va cac quy dinh cia B6 Y té vé san
xuét, nhap khau thubc va hru hanh thudc tai Viét Nam, néu c6 bét cir thay ddi gi trong
qua trinh lvu hanh thuoc & nudce sé tai va ¢ Viét Nam thi phai bdo cdo ngay cho Cuc
Quéan 1y Dugec -B6 Y té Viét Nam.

3. Thuc hién viéc cip nhat tidu chudn chit luong cia thude theo quy dinh tai
Théng tu s& 11/2018/TT-BYT ngay 04/5/2018 ciia B trudong BO Y t& quy dinh v& chét
lugng thudc, nguyén liéu lam thude, Théng tu s6 03/2020/TT-BYT ngay 22/01/2020 ciia
B6 truong Bo Y té sira dbi, bd sung mot sb diéu cia Thong tir 11/2018/TT-BYT quy dinh
vé chét lrong thubce, nguyén lidu lam thube.

4. Cap nhit nhan thubc, t& hudng dan sir dung thude theo quy dinh tai Thong tu sé
01/2018/TT-BYT ngay 18/01/2018 ciia Bo truémg BS Y té quy dinh ghi nhan thudc,
nguyén liéu 1am thudc va t& hudéng din sir dung thube - trong thoi han 06 thang ké tir ngay
ky ban hanh Quyét dinh nay, theo hinh thirc thay dbi, bd sung gidy dang ky Iuu hanh
thubc quy dinh tai Thong tu sb 08/2022/TT-BYT dbi véi thube chua c@p nhét ndi dung
nhin thudc, t& huéng din sir dung thude theo quy dinh tai Thong tir s 01/2018/TT-BYT
ctia Bo trudong BO Y té.

5. Sau 12 thang ké tir ngdy ky ban hanh Quyét dinh nay, cac thudc duge gia han
glay dang ky luu hanh tai Phu luc I, II c6 thay d01 v€ néi dung hanh chinh (bao gom cd
mau nhan, to huéng dan sir dung) pha1 san xuét (d01 v6i véc xin, sinh phdm san xut
trong nuéce), nhap khau (dbi véi véc xin, sinh phdm nhap khau), lru hanh véi cac ndi



dung d4 dugc phé duyét thay dbi trong hé so diing ky gia han.

6. Phoi hop v0i cac co s¢ y té du phong, co so didu tri d& thuc hién theo dung céc
quy dinh hién hanh vé thube ké don, theo doi an toan, higu qua, tac dung khong mong
mudn cua thuoc trén nguoi Viét Nam va tong hop, bao céo theo quy dinh tai biéu 5
Théng tir s6 08/2022/TT-BYT ngay 05/9/2023 cia B6 truong BO Y té quy dinh viéc déng
ky luu hanh thude, nguyén lidu lam thube dbi véi cac thude thuéc Danh muc ban hanh
kém theo Quyét dinh nay.

7. Co s¢ dang ky thudc phai bao dam duy tri didu kién hoat dong trong thoi han
hi¢u lyc cia gidy dang ky luu hanh thube, nguyén liéu lam thude. Trong trudmg hop
khéng con dap img du diéu kién hoat dong, co s¢ dang ky phai c6 trach nhi¢m thuc hién
thay ddi co s& dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT ngay 05/9/2022
clia B truong Bo Y té quy dinh viéc déng ky luu hanh thude, nguyén liéu lam thudc
trong thoi han 30 ngay ké tir ‘ngay co s¢ dang ky khong con du diéu kién ‘hoat dong.

8. Co s¢ dang ky thuoc phai bo cao B Y (Cuc Quan ly Dugc) té v& cap nhét tinh
trang dap Gng Thyc hanh t6t san xuét cla co s¢ san xuat thude, nguyén liéu lam thudc.
Trudng hop co sé san xuit bi thu hdi glay phép san xuat hodc khdéng dép img Thue hanh
t6t san xuit thudc, nguyén liéu lam thube & nuéce sé tai, co s& phai thue hién viee béo céo
trong thoi han 15 ngay ké tir ngay c6 thong bao ciia co quan quan ly c6 thAm quyén nuéc
s& tai theo quy dinh tai diém d khoan 1 Didu 100 Nghi dinh s6 54/2017/ND-CP ngay
08/5/2017 ciia Chinh phtt quy dinh chi tiét mot s6 diu va bién phap thi hanh Luat Dugec.

9. Thudc s6 thir tu 11 tai Phy luc II Quyét dinh nay: sau khi duge gia han gidy
dang ky luu hanh thuoc cong ty ding ky phai ndp ho so chit luong theo ACTD theo
yéu cau cua Thong tur so 08/2022/TT-BYT theo hinh thirc thay ddi/bd sung quy dinh tai
Phu luc IT Théng tur so 08/2022/TT-BYT d& duoc tip tuc xem xét gia han gidy dang
ky hru hanh cho 1an tlep theo.

10. Céac thube sb thirtw 1,2, 3, 4, 5, 15, 16, 17, 18 tai Phu luc II Quyét dinh nay:
sau khi duge gia han gidy dang ky luu hanh thubce, e¢ong ty ding ky phai nop hé so 1am
sang theo hinh thirc thay dbi, bd sung quy dinh tai Phy luc II Thong twr s6 08/2022/TT -
BYT dé dugc tiép tuc xem xét gia han gidy dang ky luu hanh cho lan tiép theo.

Piéu 3. Cac thuoc duoc gia han gidy déng ky Iuu hanh tai Phu lyc I va Phy luc II
Quyet dinh nay duoc tiép tuc st dung so dang ky da cép truée khi gia han trong thdi han
t6i da 12 thang ké tir ngay dugc cap s6 dang ky gia han theo quy dinh tai Phu luc VI ban
hanh kém theo Thong tu s6 08/2022/TT-BYT.

Piéu 4. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Piéu 5. Giam dbc S& Y té cac tinh, thanh phé truc thude Trung wong va Giam déc
co s& san xudt va co s& dang ky c6 thude tai Piéu 1 chiu trach nhiém thi hanh Quyét dinh
nay./.

Noi nhin: . CUC TRUONG
- Nhu biéu 5; i

- Bo truong BYT (d€ b/c); ]

- Thir truéng D6 Xuan Tuyeén (dé b/c);

- Cuc Quan y - Bo Québc phong, Cyc Y té - B Cong e
Cuc Y t& GTVT - Bb Giao thong vén tai; Téng Cuc Hz}\ U
quan - B6 Téi chinh; N2 x
- Bao hiém x4 héi Viét Nam; St T

- B6 Y t& Vu PC, Cuc YTDP, Cuc KHCN&DT; Cyc Vii Tufin Cuong
QLKCB, Thanh tra B, Van phong NRA, Vin phong

HDTV cip GDKLH thubc, NLLT; Trung tim mua sim QG;

- Vién KPQG VX&SPYT, Vién VSDTTW;

- Tong Cong ty Dugc VN — CTCP, Céc Cong ty XNK dugc

phim (xem Website Cuc QLD);

- Cac Bénh vién & Vién c6 givdng bénh truc thuée BYT;

- Cuc QLD: c4c phong QLGT, QLKDD, QLCLT, PCHN,

VP Cuyc, Website Cuc QLD;

-Luu: VT, PKT (4b).
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Phuy luc I

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

(Kem theo quyét dinh s6: ..94....../OP-QLD, ngay .31../01.../.2024.ciia Cuc Quén 1y Duoc)

STT | Ténthudc | Hoat chitchinh— | Dang bao | Quycich | Tiéw | Tudi So diang ky S6
Ham hrgng ché déng gbi chuin the gia han lin
(thang) | (SOdingky | gia
da cap) han
(L0) (2) 3 4) (6)] (6) ) (8) %)
1. Co s& ding ky: Cong ty ) phin cong nghé sinh hoc dwgc Nanogen (Pia chi: Lé I-5C,
Khu cong nghé cao, phuong Tting Nhon Phii A, Thanh phé Thii Pire, TP. Hé Chi Minh, Viét
Nam)
1.1. Co s6 sin xuit: Cong ty cb phin céng nghé sinh hoc dwge Nanogen (Dja chi: Lo I-
5C, Khu cong nghé cao, phuong Tdng Nhon Phii A, Thanh phé Thii Dike, TP. Hé6 Chi Minh,
Viét Nam)
| Nanokine Recombinant Dung | Hop 1 bom | NSX 24 | 893410109724 | 1
Human dich tiém dong (QLSP-HO03-
Erythropoietin tiém | sinx 0,5ml 1159-19)
alfa
2000IU/0,5ml
2 Nanokine Recombinant Dung | Hop 1 bom | NSX 24 893410109824 | 1
4000 TU Human dich tiém déng (QLSP-923-16)
Erythropoietin tiém sin thudc
alfa x0,5 ml
40001U/0,5ml
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 Co phin Duge Trung Uong Mediplantex (Dja chi: 358 duong
Giai Phong, phu"ong Phuwong Liét, qudn Thanh Xudn, thanh phéd Ha Ngi, Viét Nam)
2.1. Co s& san xuét: Cong ty Cé phéin Dwgc Trung Ueng Mediplantex (Dza chi: Nha mady
dwgc pham s6 2: Thon T rung Hdu, xd tién Phong, huyén Mé Linh, thanh phé Ha Néi, Viet
Nam)
4 Althax Thymomodulin Vién Hop 3 vix | NSX 36 893410110024 | 1
120mg nang 10 vién; (VD-18786-13)
cimg Hop 6 vix
10 vién
3. Co sé ding ky: Cong ty cb phén y té Pirc Minh (Pia chi: S6 51, ngd 205, ngdch 323/83,
dwong Xudn Dinh, phwongXuan Dinh, qudn Bdc Tir Liém, thanh phé Ha Noi, Viét Nam)
3.1. Co s& san xuat: Centro de Inmunologia Molecular (CIM) (Dia chi: Calle 216,
Esquina 15, Reparto Atabey, Playa, La Habana, Cuba)
5 CIMAher Nimotuzumab Dung Hop 04 1o | NSX 36 850410110124 | 1
(Humanized dich x 10ml (QLSP-1002-
Monoclonal tiém 17)

A - V24



STT | Ténthudc | Hogt chatchinh— [ Dangbao | Quy cich Tiéu | Tubi S6 diing ky S6
Ham lugng ché déng géi chuiin tho gia han lan
(thang) | (SO ding ky gia
da cap) han
1) () 3) 4) (3) (6) ) (8) 9
15 Menopur | Menotrophin tinh | Bétpha | Hop5lo | NSX 24 400414111124 | 1
khiét cao tidm botva 5 (QLSP-0751-
(gonadotrophin tir bng dung 13)
nude tidu phu nft moéi 1ml;
mén kinh, HMG) Hé6p 10 1o
tuong Umg voi 75 bot va 10
IUFSH va 75 IU éng dung
LH moi 1mli
12. Co s¢ dang ky: Hyphens Pharma Pte.Ltd (Dia chi: 16 Tai Seng Street, #04-01,
Singapore 534138, Singapore)
12.1. Co s& san xuit: Chiesi Farmaceutici S.p.A (Dia chi: Via San Leonardo 96-43122
Parma, Y)
16 Curosurf Phospholipid Hon Hop 11lox | NSX 18 800410111224 | 1
chiét tir phdilon | dich 1,5ml (VN-18909-15)
120mg/1,5ml bom 6ng
ndi khi
quan
13. Co sé& dang ky: LG Chem, Ltd. (Dia chi: (Yeouido-dong) 128, Yeoui-daero,
Yeongdeungpo-gu, Seoul, Hon Quéc)
13.1. Co s& sén xuit: LG Chem, Ltd. (Dia chi: 129, Seokam-ro, Iksan-si, Jeollabuk-do,
Ham Quéc)
17 IVE-M Menotropin Bot Hop 5 éng BP 24 880414111324 | 1
Injection 1501U dong bt dong | 2016 (QLSP-1018-
150 IU kho pha kho pha 17)
tiém tiém kem 5
lo dung
moi pha
tiém NaCl
0,9% x Iml
18 IVF-M Menotropin 751U Bot Hop 01 6ng | BP 24 880414111424 | 1
Injection 75 déng bt dong | 2016 (QLSP-1019-
g khé pha | kho pha 17)
tiém tiém kém 1
lo dung
moi pha
tiém NaCl
0,9% x 1ml




8

STT | Ténthudc | Hoat chit chinh— | Dang bao | Guy cich Tigu Tudi S6 dang ky S6
Ham lrong ché . déng géi chuén tho gia han lan

Y (thang) | (S6édingky | gia
“ da cz“'lp) han
(D (2) (3) (4) (5) (6) (7 (8) %)

2,2pg; Huyét thanh ,,
tuyp 19F o
polysaccharid phé ;
cau khuin 2,2pg; ‘
Huyét thanh tuyp
23F polysaccharid

phé cau khuin
2,2ug; Protein van
chuyén CRM197 1
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, Hong Kong) .

15.1. Co s& sin xuét: CSL Behring AG (Dja chi: Wankdorfstrasse 10, 3014 Bern, Thuy Si)

Ghi cha:
1. Cdch ghi tiéu chudn chdt lwong thudc tai cét (6): i
- Nha sdan xudt (NSX), Tiéu chudn nha san xudt (TCNS)O Tiéu chudn cor sé (T CCS), In-house c6 y nghia twong 1
diwong nhay, 1a tiéu chudn chdt lwong thude do co s6 sin xudt ' xdy dung va déu c6 thé dugc ghi trén nhan thude.

- Cdch viét tit cdc tiéu chudn chdt heong dugce dién: Dugc dién Viét Nam (DDVN), Duoc dién Anh (BP), Duoc dlen

My (USP), Duge dién Nhdt Ban (JP), Duoc dién Trung Quic (CP), Dugc dién Chau Au (EP), Dupc dién Quéc 16

(IP)...

2. 86 dang ky tai c6t (8):

- 86 dang ky gia han la s6 ding ky dugc cdp theo quy dinh tai Phu luc VI Thong tw 08/2022/TT-BYT ngdy

05/09/2022 ciia B truong Bo Y té quy dinh viéc ding ky heu honh thude, nguyén lidu lom thudc.

- 86 dang kp dd cd:p (duwoc ghi trong ngodc dow) 1d 56 ding ky dé duoc cdp trude khi thude dwoc gia han theo quyér

dinh nay.

20 | AlbuRx20 | Human albumin Dung Hop 1 1o EP 36 760410111624 | 1
20% (200g/D dich 50ml; Hop | hién (QLSP-969-16)
tiém 11 100ml | hanh
truyén - ~ |
21 AlbuRx 5 Human albumin Dung Hép 1lo EP 36 760410111724 | 1 i
5% (50g/1) dich 250ml hién (QLSP-968-16) ;|
tiém hanh i
truyén ',
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