CONG TY TNHH THUONG  CONG HOA XA HQI CHU NGHIA VIET NAM

MAI DUQC PHAM MINH TiN Poc lap - Tu do - Hanh phic
Sé: 33-2024 /CV-MT Tp.HCM, ngay 01 thdng 11 nam 2024

V/v: Xin thay doi S6 ding ky san
pham SaVi Gemfibrozil 600
Kinh gitri: SO Y TE TINH NINH THUAN
Cong ty TNHH Thuong Mai Dugc Phim Minh Tin xin chén thanh cam on sy
quan tim va hop tac ctia Quy S¢ di danh cho cong ty chung t6i trong thoi gian qua.

Céng ty TNHH Thuong Mai Dugc Phim Minh Tin tham dy va tring thiu san phim
SaVi Gemfibrozil 600 (Hoat chit: Gemfibrozil, 600mg) theo quyét dinh tring thau sé:
08-QP-SYT ngay 05/1/2024 ctia S& Y Té Tinh Ninh Thuan.

Céng ty chiing t6i 1am céng vin ndy xin thay dbi thong tin S6 dang ky cia san phim
SaVi Gemfibrozil 600, cu thé nhu sau:

S| Ma Qu Pon | S6ding | S6dingky | Tén nhasan
T | thube Tén thudc i Y vi | kytring | méi xin thay xuét- Nuée
cach ; A Zs n £
T tinh thau doi san xuat
A s Cong ty ¢b
Hop 6 vi X
SaVi ) . VD- phén duge
10 | Vié 893110 2 . :
| 610573 | Gemfibrozil 600 jién | )g033.17 | BPHOIII | s Savi-
Viét Nam

Bing vin ban ndy, Chling t6i xin thong béo vé& viéc didu chinh va cung tmg san
phim SaVi Gemfibrozil 600 theo s ding ky méi. Vige thay ddi Sé ding ky nay khong
anh hudng dén cac thong tin khac ciing nhu chét lugng sin phdm.

Ngay 4p dung: Ké tir ngay 01/11/2024

Nha théu xin dinh kém cdc tai liéu sau:

1. Gidy phép luu hanh san phm.
2. Quyét dinh 737/QP-QLD ngay 9/10/2023 vé viéc gia han s6 ding ky luu hanh.

Kinh mong Quy S& xem xét va chép thuin d& Cong ty chung t6i duoc tiép tuc cung
cép san phim theo thong tin thay dbi trén.

Xin trdn trong cam on./.
Noi nhin:

- Nhu trén;
-Luu: PXD




PE NGHI THAY POI SO PANG KY
cong van sb: 33-2024/CV-MT ngay 1 théang 11 nim 2024.)
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Thuoc thau dinh 08/QD- doi te tring thau |ky tai quyét |theo thong tin

SYT dinh 08/QD-| di thay dbi
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. . Bénh vién
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Tén thubde ;. Savi Gemfibrozil 600
Name of Drug:. . ‘
Thanh phén chinh, ham: §uf¢’ng L ‘_:-Qamﬁbmzii 600mg

Active Ingredients, Strength e _ _ - ‘ -
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This marketing authofization has been issued in aveordance wittrthe a‘css;i'
approved sy the Vielnam Mlmsffy of Health. v
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Cuc Quan ly duge-B&Y 1& x&c¢ nhan.
Any varistions of the gontents of the marketing adthorization ere requiredto be
edopted bythe ng Adrainistration.of Vistnam.




B@ Y TE ~ CONG HOA XA HOI CHU NGHI& VIET NAM
CUC QUAN LY D’U’(}C Docigp - Ty do - Hanh phic

86: 737 {QD-QLD Ha Ngi, ngdy 05 thang 10 ndm 2023

QUYET BINH )
;‘ V& viée ban hanh Danh mye 1017 thubt sin xuit trong nuwdc
dwye gia han gidy fi’ang ky i hanzx tai Viét Nam - Bgt 187

CUC TRUGNG CUC QUAN LY DUGC

Cén eir Lugt Duroc 56 5 105/2016/0H13 ngay 06/4/2016;
Céin cir Nghi dinh 56 95/202?/}@-5’? ngay 15/11/2622 cia Chink phi
dink chite narzg, nhiém vy, quye}z hanvé co cau 1 | ehie cia B3 Y16:
Canéir Quyez dinh 56 1969@'3 -BYT ﬂg&y 26/ -*2023 ciig B@.;\w‘*
quy dinh Chike ndng, nhiém v, quyén hign va co chuto ¢l ;
thupe Bg Y 1é:
Ciin cir Thong tie s6 08/2022/TT-BYT ngay 95/99/2822 ctia B mm';z*gﬁ Vg
quy dinh vige ding kp luu hanh t}zuoc #, gzzyen figu 1am thube;
Can cit Kbt ludn ctia Hpi dbng tr van cap g gidy &ang ky bew hank thude, nguyeén
ligu Zam Zfzuoc Ba Yte

QUYET BENn.

Didy 1, Ban hanh kém theo Quyez dinh ndy danh muc 1017 t?auéz:’ s&n xuft trong
nude duoe eip gity ding ky hew hénh ‘tai Vigt Nam - Bot 187, eu hé 8

1. Danh muc 918 thudc san xuit trong nude duge gia han. g.av é‘aag ky livu hanh
‘higu lye 05 ndm (Phu luc 1 kém theo).

2. Danh muc 99 thubc sin xudt trong nude duge. gia han gidy déng. Y o Bidnk
‘higu Iuc 03 nim (Phy luc IT kém theo).

Didu 2. Co'sésan xudt vi 6o s dangxy thube ¢6 trédch nhism:

_ 1. San xuit thwc theo dting. cac hé so, thi lidu 88 ding kY véi Bo Y 16 & phidiin

sb ding ky duoc B Y 18 Viét Nam ¢ép 1én nhén thubc.

2. Chi duoe san xuht, dwa ra lira hanh cée thude kidm so4t d3c bigt khi cb mw
chxmg nhan du &ea kzen kmh ﬁsanh da'e'c pzzam vz kinh doa*m fhuoc phai kigm saaa aic

Tﬁﬁc h;en vide cdp nhat"ue:‘ chudn chét hrong cha thude theo aﬁy dinh ¢t 4l
Théng nx $6 11/2018/TT-BYT I ngdy 04/5/2018 clia B truéng B3 Y 8 quy dinh v& chi

Trong thube, nguyén heu 1am thudc.

4. Thye hién, phéi hop véi €0 sG whap x;nau ti:
Cong vin sb 5853/QLD-CL. ngly 1
chét lwong nguyén lign lim thyde n
Didu 1 ban hanh kém theo Quyét

5. Thube dwge gis han giay dang kv iu'a Haﬁ.. tai theu su.: nay nhmg si:m. ngp
hé so ¢ip nhit ndi dung nhén. thubc, t& huwéng din sir dung thade theo quy Ginh cta
Théng tr 01/2018/TT-BYT ngay 18/01/2018 ciia B trwong BS Yt thi: phal thye hién
capnhit theo quy dinh tai diém bKhodan 1 Eleu 37 Thong tr $6 01/2018/TT-BYT ireng
thoi han 12 théng ka tir ngay duge gia han gidy dang ky ki hanh.

i’liéﬂ ,:.@hef\' ﬁ'&ﬁa‘ {3‘3{ dinh gt
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6. 8au 12 thang ké tr o ga Iy ban hanh Qt,.yef: ﬁmh ndy, cic fr\aﬁ S E0ge gia hin
gxay dang ky hen hanh theo t dinh ndy c6 thay d6i v& nO‘ dung '} hénh-chinh { \cf.«::
g0om cd mau nhan vi t& huéng. dﬁn str.dung thulc) phai san xult va hea'l hanhvéi cden
dung ¢4 dwge phé duyst thay dbi trong 1o so giahan.

7.Cos6 éang k¥ thube phai bao dam duy tri @idu kién hoat & ng irong: théi gisn
hiéu lyc clie gidy ding ky hwu hanh thube, ‘nguyén Liu am thode, Trong rudng hop
knong cdn dép tmg di didu kign hoat dong, cos ﬁang Ky phai ¢6 tréch zzhie*a thue hign
thay dbi. co s& dang ky theo quy dinh tai 'I‘hong trso 08/2022/TT-BYT trong thi han
30 ngiy k& tir = cay co scr dang ky kheng con da d‘ 180 kign hoat déng.

8. Cos& kién hoat dong cha ¢
trong thoi hen hzeu h;c clia gzay &ang ky hm nanh s, nguyén ligu lam

9. Céc tmmc dugc giz han gidy ding ky | hry hémh tai Quyér dinkindy & ,’ 5 it
tye st dung so dang ky da cép truede khi gia han tro ong thoi han 161 da 124 i
ngay duoe ca? sb. dang kv gia han theo quy dinh tai Phy luc VI ban hink kém &x &b
Théng to 56 08/2022/TT-BYT.

Pitu 3. Quyet dinh nay ¢6 hiéu hre K&y ﬂgay ky ban hanh.

DPidu 4. Gidm dbc S&r Y 8 vhc tinh, thanh phé trye thuge T wamg uohg va Gidm
d8¢ co st sin xudt vi co'sd dang ky c6 thube tai Bidu 1 chiu trach nk hiém thi ;zan‘w Quyét
dinh nay./. "

Noi nhin:

- Nhw Bidu 4;

- BT. Do Hong Lan (& biey;
- TT. D3 Xin Tuyén. (ée blc); o
-Cue Quén - B Qube phing; Cuc Y16 -
~Cye 'Y te GTVT - B Giao' thong vin t2 v."_'
- Tenw Cue Hai quan - By Tai chink;
- Bao hsém x& hoi Viét Nam; ‘
-B&Y &V PC, Cue QL YDCT, Cue QLKCB, Thanh tra.
B, Vin phéng HDTV cip GPKLHE thude, NLLT;,

+ Vign KN thube TU, Vign KN thude TP. E—!C’VL

- Tong Cong ty Duge Viét Nam - Cong ty CP;

- Ciéc Bénhvign, Vx@n ¢b ghudmg be;nh trre thude BYY te,
- Trung thrh mua: sémtap trung tlmocquqc.” ia;

- Cuc QLD P.QLKDD, P, QLCLT, P.PCHN, P.QLGT;
Website;

- L VT, PKT (’E‘} (62!3)
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1. Ce' sé' 8ing ky: C(mg ty Cﬁ pban })n ge pham 2/9 (Dia ¢hi: 299/22 Ly Thudng Kigt, |
Hd Chi Minh, Vige Nam)
1. 1. Corsé san xuie: Céng ty CH phan sz'f;fc phim 2/9 (Bia ¢hi: 930 C4 dubng C, Khu cbng nghigp CLLai, cum Z
Phudng Thanh My Loi, Quan 2, TP, Kb Chi Mmh Vigt Nam)
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hydréciorid 180mg

Viénnén
bao phim

THep Tvix 10

yvign

TNSX

" §93100252303 |
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2. Cosoding ky: Congty ©6 phin Dwoc Phim imexpharm (Bia chi: 8604 Dudng 30/4, Phudmg 1, TP.Cao Linh, Dong
Thép, Viét Nam)
3.1. Co s& san xuit: Chinhdnh 3 - Co*zg ty CPDP xmexpharm tz2i Binh }}ng (Diachi: 8§ 22 {-Bzrmg s872; Khuodng
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2.2. Co sb sin xuat: Cong'ty C6 phan Duge Phim Imexpharm (Dia ch: Sa
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Sai Deferipm#
500

Deferipron 500mg

Vién nén
bao phim

Hop 3vixi0

vidn

NSX

8531 ‘02?"223

| VD-24270-16)

 [SaVi Lisinopril 10

|{dang Lisinopril

Lisinopril (dwéi

Viénnén

[Hop3vix10
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: Moxifloxasin 400

|dang Moxifioxacin

Moxifioxacin (dudi

hyéroclorid) 400mg

Viénnén
bag phim

[Hop 2vix7vitn; NSX-

T 803115203455
1 (VD:29123418)

27
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600mg
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 [SaViCipro

|Ciprofloxacin

{Ciprofloxacin
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monchydrat) 500mg
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Fuxofen 26
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dang flaoxetin
hydroclorid) 20mg
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vigy
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Gabapentin 600 -

Gabapentin 600mg;
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Fop 5 vix 10
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Ttopride Invagen

Ttoprid hydroclorid
SOmo

| Vignnén
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Hop2vix 10
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Metsav 1000

hydre ciond EOGOmg

Metfomn

Viénnén
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BP20IE |

045823
D:25263-16) |

[229

Olanzap 15
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ANH MUC THUOC GENERIC VA VAC XIN
E NGHI THAY POI SO PANG KY
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So dang ky cung ding | SO lrgng con

sTT| Ma Tén théc tring Don vi tinh| € quyét | S6 ding ky thay | Téncoséy | S6luwgng |theo s6 ding| lai cung img
Thube thiu : dinh 08/QD- dbi té tring thiu | ky tai quyét | theo théng tin

SYT dinh 08/QD-| da thay dbi

SYT
Bénh Vién
T o Pa Khoa
1 G10702 Mitidipil 4mg Vién VD-32466-19| 893110569124 Tinh Ninh 170.000 130.890 39.110
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