CONG TY TNHH DUQC PHAM TIN DUC CONG HOA XA HQI CHU NGHIA VIET NAM
16-18 Tran Khanh Du, P.T4n Dinh, Quén 1, Tp.HCM DPjc lip — Ty do -~ Hanh Phiic

_____________________________

Sb: 32/Tb-CV Tp.HCM, ngay 13 thdng 9 nam 2024
V/v thay d6i SPK cuia mit hang
Piracetam-Egis 400 (Piracetam 400)

Kinh giti: SO'Y TE TINH NINH THUAN

Cong Ty TNHH Dugc Phdm Tin D xin chén thanh cdm on su tin tudng va hop tac
cua Quy S6.

Cin cir Quyét dinh sb 08/QD-SYT ngay 05/01/2024 ciia S6 Y té tinh Ninh Thugn vé
viéc ph€ duyét két qua lwa chon nha thau Goi sb 01; G6i thiu Thubc Generic va vic xin
nam 2023

Cong ty TNHH DP Tin Pirc xin dwgc thay déi thong tin thudc tring thiu, cu thé nhu
sau.

Theo Quyét dinh s6 777/QP-QLD ngay 19/10/2023 cita Cuc QLD v& viée ban hanh
danh muc 191 thubc nude ngoai duoc gia han gidy ding ky Iuu hanh tai Viét Nam — Dot
115.2 cua Cyc Quén Iy Duoc (dinh kém theo Cong vin nay), Cong ty TNHH DP Tin Pirc
duge Cuc Quan ly Dugce cép S6 diing ky gia han d6i véi mit hang Piracetam-Egis 400. Vi
vdy, dé thuan tién cho vigc cung cép mat hang ndy dén céc co s& khém, chita bénh trén dia
ban cta tinh, Cong ty TNHH DP Tin Dt xin dwge diéu chinh théng tin vé sb ding ky cia
thudc trén Quyét dinh tring thiu. Cu thé nhu sau:

Ma Tén Tén hoat chat Ham | Nhém | SPK tring SDK dwgec gia han
thudc thude Iwong thiu
G11072 | Piracetam- Piracetam 400mg 1 VN-16481-13 (c/v 599110407823
Egis gia han GPKLH s6: (VN—16481-I3)
62/QP-QLD ngay
08/02/2023

Ngoai ni dung trén, Cong ty TNHH Dugc Phim Tin Dire xin cam két tat ca cdc
thong tin khac 'cf}a san pham Piracetam-Egis 400mg van giit nguyén nhu két qua lua chon
nha thau tai Quyet dinh s6 08/QD-SYT.

Chung t6i rit mong nhan dugc sw hd tro va hop tic ctia Quy Sé. Kinh dé nghj Quy
S& xem xét va phé duyét dé Cong ty cung tng thude lién tuc dén céc co sé kham, chira
bénh trén dia ban ctia tinh theo s6 dang ky méi duoc gia han.

Cong ty chan thanh cam on.

Noi nhin:
- Nhu trén

-Luu VT
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CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lap - Ty do - Hanh phic

S6: 777 /QP-QLD Ha Ngi, ngay 19 thdng 10ndm 2023

QUYET PINH
Vé viée ban hanh danh muc 191 thudc nwéc ngoai
dwogc gia han gidy diing Ky lwu hanh tai Viét Nam - Dot 115.2

CUC TRUONG CUC QUAN LY DUQC

Can cu Ludt Duoc so 105/2016/QH 13 ngay 06/4/2016;

Cén cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cia Chinh phii quy
dinh chitc ndng, nhiém vu, quyen han vé co cdu té chire ciia BY Y t6;

Can cit Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 ciia B¢ truong B Y té
quy dinh chirc ndng, nhiém vy, quyén han va co cdu té chirc ciia Cuc Quan ly
Dueoc thuéc Bo Y té;

Cdn cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 cia B¢ trudng B Y
1¢ quy dinh viéc deing ky e hanh thuéc, nguyén ligu lam thudc;

Cdn cit két ludn cia Hpi dong tw van cdp gidy ding ky luu honh thudc,
nguyén liéu lam thudc - Bé Y té;

Theo dé nghi ciia Trudng phong Pdng ky thuéc - Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 191 thudc nuée
ngoai dwogc gia han gidy déng ky luu hanh tai Viét Nam - Dot 115.2, cu thé:

1. Danh myc 177 thudc nude ngoai dugc gia han gidy dang ky luu hanh
hiéu lwc 05 ndm (Phu luc I kém theo).

2. Danh muc 09 thudc nuée ngoai duge gia han gidy ding ky luu hanh
hiéu lwc 03 nam (Phu luc II kém theo).

3. Danh muc 05 thuéc nuéc ngoai dwgc gia han gidy ding ky lwu hanh
dén 31/12/2025 (Phy luc 111 kem theo).

Pidu 2. Co 50 san Xuét va co s¢ dang ky thubc c6 trach nhiém:

1. Cung cap thudc vao Viét Nam theo dung céc ho 50, tai liéu da dang ky
v6i Bo Y té va phai in hodic dan sé dang ky duge B Y té cip 1én nhan thuéc.

2. Chép hanh day du phép ludt cia nuéc CHXHCN Viét Nam va cac quy
dinh ctia B Y té vé nhap khiu thudc va luu hanh thube tai Viét Nam, néu c6 bét
ctr thay ddi gi trong qua trinh lvu hanh thubc & nude so tai va ¢ Viét Nam thi
phai bdo c4o ngay cho Cuc Quan ly Dugc - B6 Y té ViétNam.

3. Thuc hién viéc cép nhét ti€u chuén chit hgmlg Wﬁﬂﬂﬂfﬁ%ﬂl\ﬂw y dlnh
tai Thong tw s6 11/2018/TT-BYT ngay O4/5/201g k) BCBM@ ¢ quy
dinh vé chét luong thudc, nguyén li¢u 1am thubc. Ngdy....Thdng...... N evvre

4. Thube dwoc gia han gidy ding ky luu hamm ndy nhung
chura ndp hd so cap nhat ndi dung nhan thube, t huéng dan st dung thudc theo
quy dinh cia Thong tw 01/2018/TT-BYT ngay 18/0 : Q\‘ 0 truong BO Y

> Dleu 37 Thong

té thi phai thyc hién c&p nhft theo quy dinh tai
tw s6 01/2018/TT-BYT trong thoi han 12 tha
déng ky luru hanh.
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5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude dugc
gia han gidy déng ky luu hanh theo Quyét dinh nay c6 thay dbi vé& ndi dung hanh
chinh (bao gdm ca miu nhén va t& huéng dén st dung thuoc) phai nhap khiu va
lwu hanh véi cac ndi dung da dugc phé duyét thay dbi trong hd so gia han.

6. Ph01 hop v6i cdce co sO diéu tri dé thuc hién theo dung cac quy dinh
hién hanh vé& thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong
mudn cia thude trén ngudi Viét Nam va tbng hop, bao céo theo quy dinh tai
Didu 5 Thong tu sé 08/2022/TT-BYT ngay 05/9/2022 cta B truong B Y té
quy dinh viéc ding ky luu hanh thubc, nguyén lidu lam thubc dbi voi cac thude
thuéc Danh muc tai Phu luc II ban hanh kém theo Quyet dinh nay.

7. Co s¢ dang ky thuoc phai dam bao duy tri diéu kién hoat dong trong
thoi gian hiéu luc cua gidy ding ky luu hanh thubc, nguyén lidu lam thudc.
Trong truong hop khong con dép ing du didu kién hoat dong, co s ding ky
phai c6 trach nhiém thuc hién thay ddi co s ding ky theo quy dinh tai Thong tu
s6 08/2022/TT-BYT ngay 05/9/2022 cia B truéng By Y t€ trong thoi han 30
ngay ké tir ngay co s ding ky khong con du diéu kién hoat dong.

8. Co s¢ dang ky thuoc phai bdo cdo B Y té v& cap nhat tinh trang dap
ttng Thuc hanh t6t san xuat cla co O san xuft thudc, nguyén liéu lam thude.
Trudng hop co s6 san xuét bi thu hdi gidy phép san xuét hodc khong dap tng
Thyc hanh t6t san xut thubc, nguyén liéu lam thube & nudc s& tai, co s phai
thye hié€n viéc béo céo trong thoi han 15 ngay ké tir ngy c6 thong bdo cia co
quan quén ly co tham quyén nudc sd tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh phd quy dinh chi
tiét mot sb dicu va bién phap thi hanh Luat Dugc.

Dleu 3. Cac thuoc duoc gia han glay dang ky luu hanh tai Quyét dinh nay
duoc tiép tuc sir dung sd dang ky dé cap trude khi gia han trong thoi han tbi da
12 thang ké tir ngay duogc cap sO déng ky gia han theo quy dinh tai Phu luc VI
ban hanh kem theo Thong tur s6 08/2022/TT-BYT.

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

] Diéu 5. G1am dbc S& Y té cac tinh, thanh pho tryc thudc trung vong, giam
doce r}ha san xudt va co s& ding ky co thudc tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
Noi nhin: CUC TRUONG
- Nhu Diéu 5; ‘ g
- By trudng (dé blc); ;
- TTr. P8 Xuan Tuyén (de b/c); ;
- Cyc Quan Y - BO Qudc phong, Cuc Y té - Bo Cong! aﬁ§ Q1A
Cuc Y t& GTVT - B) Giao thong vén tai; 35 v
- Téng Cyc Hai quan - B Tai chinh; 3
- Bao hlem X3 hoi Viét Nam; Sy
-B0Y té: Vu PC, Cuc QLKCB Thanh tra B9, Vin
phong HPTV cép GPKLH thuéc, NLLT;

- S§'Y té cac tinh, thanh pho trire thude Trung wong;

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

- Téng Cong ty Dugc VN-CTCP;

- Cac Cong ty XNK duge pham,

- C4c Bénh vién & Vién c6 giudng bénh tryc thuge BYT;
- Trung tdm mua sﬁm tap trung thUOC C]U.OC g1a

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

PCHN, VP Cuc; Website Cuc QLD.
- Luu: VT, DKT (2b) (NT).
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STT | Tén thudc | Hoat chit chinh | Dang | Quycich | Tiéu Tubi S$6 ding ky S6
— Ham luwgng bao ché | déng gbi | chuin tho gia han lin
(thang) | (SO dingky | gia
da cap) han
@ (2) 3) 4) ()] (6) (@) ® &
83 Grandaxin | Tofisopam 50mg | Viénnén | Hop 2 vix | NSX 36 599110407523 01
10 vién; (VN-15893-12)
Hop 6 vi x
10 vién
84 Noclaud Cilostazol 50mg | Viénnén | Hop 2 vix | NSX 36 599110407623 01
14 vién; (VN-21015-18)
Hop 4 vix
14 vién
85 Noclaud Cilostazol 100mg | Viénnén | Hop 2 vix | NSX 36 599110407723 01
14 vién; (VN-21016-18)
Hop 4 vix
14 vién
46.2. Co s& san xuit: Egis Pharmaceuticals Private Limited Company (Dia chi: 9900 Kérmend,
Matyds kiraly ut 65., Hungary)

86 | Piracetam- | Pifacetam 400mg | Viénnén | Hop 1 Lo | NSX 36 599110407823 | 01
Egis bao phim | x 60 vién (VN-16481-13)

87 Velaxin Venlafaxine (duéi | Vién Hop2vix | NSX 48 599110407923 | 01
dang Venlafaxine | nang gidi | 14 vién; (VN-21018-18)
hydrochloride) phong Hoép3vix
75mg chim 10 vién

47. Co s& ding ky: Gedeon Richter Ple. (Bia chi: Gyomrdi ut 1 9-21., Budapest, 1103, Hungary)
47.1. Co s& sin xuit: Gedeon Richter Plc. (Pia chi: Gyomrdi it 19-21., Budapest, 1103, Hungary)

88 Postinor 1 Levonorgestrel Viénnén | Hop 1 vix | NSX 48 599100408023 | 0Ol
1,5mg 1 vién (VN-19160-15)

89 Postinor 2 | Levonorgestrel Viénnén | Hop 1 vix | NSX 48 599100408123 | Ol
0,75mg 2 vién (VN-19161-15)

48. Co s& diing ky: Getz Pharma (Private) Limited (Dja chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)

48.1. Co s& san xuét: Getz Pharma (Private) Limited (Dja chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan) '

90 | Fenogetz Fenofibrat 200mg | Vién Hop 1vix | NSX 36 8961 1040822?‘\5 :\\ 1
Capsules nang 10 vién (VN-1 7958-}72_?) \/;\
200mg cing Wil |

91 | Gabica Pregabalin 75mg | Vien | Hop2vix | NSX | 24 | 896 10408%5 *0/
Capsules nang 7 vién (VN-19958-16)} /
75mg cimg B e

49. Co s& ding ky: Glenmark Pharmaceuticals Ltd. (Pia chi: B/2, Mahalaxmi Chambers, 22
Bhulabhai Desai Road, Mumbai - 400 026, India)
49.1. Co s& san xuit: Glenmark Pharmaceuticals Ltd. (Dja chi: Plot No. E-37, 39, D-Road, MIDC,
Satpur, Nashik — 422 007, Maharashtra State, India)
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7% CyYC QUAN LY DUQC Pgc 1dp - Tw do - Hanh phiic
sé: 777 /QD-QLD Ha Ngi, ngay 19 thing 10nam 2023
QUYET PINH

Vé viée ban hanh danh muc 191 thudc nwée ngoai
dwgc gia han gidy déing ky lvu hanh tai Viét Nam - Dot 115.2

CUC TRUONG CUC QUAN LY DUGC

Cdn cr Ludt Duoc so 105/2016/QH13 ngay 06/4/2016;

Cén cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cia Chinh phii quy
dinh chiec nang, nhiém vy, quyen han va co cdu té chikc ciia Bo Y 16;

Cén cir Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 cua B6 trucng Bo Y té
quy dinh chirc ndng, nhi¢m vy, quyén han va co cdu té chire ciia Cuc Quan ly
Dueoc thugc Bo Y té;

Céin ctr Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 cua Bj truéng Bé Y
té quy dinh viéc ding ky lueu hanh thuéc, nguyén ligu lam thudc;

Cdn cir két lugn cia Hpi dong tw vén cdp gidy ding ky lwu hanh thudc,
nguyén liéu lam thuoc - Bé Y té;

Theo dé nghi ciia Trudéng phong Ddng ky thuéc - Cuc Quan Iy Dugrc.

QUYKET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 191 thuéc nuéc
ngodi dugc gia han gidy dang ky heu hanh tai Viét Nam - Dot 115.2, cy thé:

1. Danh myc 177 thudc nuéc ngoai duge gia han gidy dang ky luu hanh
hiéu luc 05 ndm (Phuy luc I kém theo).

2. Danh muc 09 thuc nudc ngoai dugc gia han gidy dang ky luu hanh
hiéu luc 03 ndm (Phuy luc II kém theo).

3. Danh myc 05 thudc nuée ngoai duoc gia han gidly dang ky luvu hanh
dén 31/12/2025 (Phy luc 111 kém theo).

Piéu 2. Co 56 san Xudt va co sO dang ky thubc c6 trach nhiém:

1. Cung cép thudc vao Viét Nam theo ding céc ho 50, tai liéu da déng ky
v6i BO Y té va phai in hodic dan sb dang ky dwgc Bo Y té cap 1én nhén thude.

2. Chép hanh diy du phap ludt coa nuc CHXHCN Viét Nam va cac quy
dinh ctia B6 Y té v& nhéap khéu thudc va luu hanh thudc tai Viét Nam, néu c6 bat
ctr thay ddi gi trong qua trinh luu hanh thudc & nude so tai va ¢ Viét Nam thi
phai bdo cdo ngay cho Cuc Quan ly Dugc - B§ Y t& Viét Nam.

3. Thyc hién viéc cdp nhat tiéu chuan chit/lrgng ctia thude theo quy dinh
tai Thong tu s& 11/2018/TT-BYT ngay 04/5/2018ctta Bo trrdng BovY. te quy
dinh v& chét luorng thuoc nguyen heu lam thuoc
chua nop hé so cap nhat n01 dung nhan thudc, to huvng dan st dung thudc theo
quy dinh cuia Thong tu 01/2018/TT-BYT ngay 18/012018:¢lia-B0 truéng Bo Y
té th1 phai thuc hién cap nhét theo quy dinh ta1 dl_, 1:11 b Khoan 1 Bleu 37 Thong

ding ky Ivu hanh, el
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5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac ‘thubc duge
gia han gidy déng ky luu hanh theo Quyét dinh nay c6 thay dbi v& ndi dung hanh
chinh (bao gém ci miu nhén va td& huéng dan sir dung thuoc) phai nhap khiu va
lwu hanh v6i cdc ndi dung da duge phé duyét thay dbi trong ho so gia han.

6. Ph01 hop véi cac co s¢ diéu tri dé thuc hién theo dung cac quy dinh
hién hanh v& thubc k& don, theo ddi an toan, hi¢u qua, tac dung khong mong
mudn cua thube trén nguoi Viét Nam va téng hop, béo céo theo quy dinh tai
Didu 5 Théng tu sb 08/2022/TT-BYT ngay 05/9/2022 cua B6 trudng By Y té
quy dinh viéc déng ky luu hanh thudc, nguyén liéu lam thudc dbi voi cac thude
thudéc Danh muc tai Phy luc II ban hanh kém theo Quyet dinh nay.

7. Co s¢ ding ky thuoc phai dam bao duy tri diéu kién hoat dong trong
thoi gian hiéu luc cua gidy ding ky luu hanh thudc, nguyén liéu lam thude.
Trong trudng hop khéng con dap tng du diéu kién hoat dong, co s¢ dang ky
phai c6 trach nhiém thuc hién thay ddi co s& ding ky theo quy dinh tai Thong tu
s6 08/2022/TT-BYT ngay 05/9/2022 cia B¢ trudng Bo Y té trong thoi han 30
ngay ké tir ngay co s¢ ding ky khoéng con du didu kién hoat dong.

8. Co s¢ ding ky thuoc phéi béo cao BO Y té vé& cap nhat tinh trang dap
tmg Thuc hanh tt san xuat clia co sO san xut thudc, nguyén liéu lam thude.
Trudng hop co s6 san xut bi thu hdi gidy phép san xuét hogc khong dap g
Thyc hanh t6t san xut thudc, nguyén lidu lam thudc & nude sé tai, co s& phai
thyre hién vigc bdo céo trong thoi han 15 ngay ké tir ngay c6 thong béo cia co
quan quan ly ¢ tham quyén nude sé tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phu quy dinh chi
tiét mot s& didu va bién phap thi hanh Luét Dugec.

Dleu 3. Cac thuoc dugc gia han glay dang ky luu hanh tai Quyét dinh nay
duoc tiép tuc st dung 56 dang ky da cap trude khi gia han trong thoi han tdi da
12 thang ké tir ngay duge cap so dang ky gia han theo quy dinh tai Phu luc VI
ban hanh kém theo Thong tu s6 08/2022/TT-BYT.

Pidu 4. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.

Pidu 5. Giam dbc S& Y té c4c tinh, thanh pho truc thudc trung wong, gidm
doc nha san xuét va co s ding ky ¢o thudc tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
Noi nhin: CUC TRUONG
- Nhu Diéu §; -

- BY trudng (dé blc);

- TTr. P8 Xuin Tuyén (de b/c);

- Cyc Quan Y - B) Quéc phong, Cuc Y té - By Cong
CucY t GTVT - Bo Giao thong van tai;

- Téng Cuc Hai quan - B Tai chinh;

- Bao hlem X4 hoi Viét Nam; e
-Bo Y té& Vu PC, Cuc QLKCB, Thanh tra Bg, Vén
phong HDTV cip GPKLH thudc, NLLT;

-S& Y té cac tinh, thanh phd truc thude Trung wong;

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

- Téng Cong ty Duge VN-CTCP;

- Céc Cong ty XNK dugc pham

- Céc Bénh vién & Vién c6 giudng bénh tryc thujc BYT;

- Trung tdm mua sim tap trung thubc quoc gia;

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

PCHN, VP Cuc; Website Cuc QLD.
- Luu: VT, BDKT (2b) (NT).
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STT | Tén thudc | Hoat chat chinh | Dang | Quycich | Tiéu Tudi S6 diing ky So
— Ham luwgng baoché | dong goi | chuin tho gia han lin
(thing) | (SO ddng ky gia
da cap) han
(1) @ 3 @ 3 © (@) 3) ®
83 Grandaxin | Tofisopam 50mg | Viénnén | Hop 2 vix | NSX 36 599110407523 01
10 vién; (VN-15893-12)
Hép 6 vi x
10 vién
84 Noclaud Cilostazol 50mg | Viénnén | Hop 2 vix | NSX 36 599110407623 01
14 vién; (VN-21015-18)
Hop4vix
14 vién
85 Noclaud Cilostazol 100mg | Viénnén | Hop 2 vix | NSX 36 599110407723 01
14 vién; (VN-21016-18)
Hop 4 vix
14 vién
46.2. Co s& san xuit: Egis Pharmaceuticals Private Limited Company (Dia chi: 9900 Kérmend,
Matyds kirdly ut 65., Hungary)
86  |Piracetam- | Piracetam400mg Viénnén | Hop 1 Lo | NSX 36 599110407823 | 01
Egis. - bao phim | x 60 vién (VN-16481-13)
87 Velaxin Venlafaxine (dudi | Vién Hop2vix | NSX 48 599110407923 01
dang Venlafaxine | nang giai | 14 vién; (VN-21018-18)
hydrochloride) phéng Hop 3 vix
75mg cham 10 vién
47. Co sé diing ky: Gedeon Richter Ple. (Dia chi: Gyomréi it 19-21., Budapest, 1103, Hungary)
47.1. Co s& san xuit: Gedeon Richter Ple. (Dia chi: Gyomrdi it 19-21., Budapest, 1103, Hungary)
88 Postinor 1 | Levonorgestrel Viénnén | Hop 1 vix | NSX 48 599100408023 | 01
1,5mg I vién (VN-19160-15)
89 Postinor 2 | Levonorgestrel Viénnén | Hop 1 vix | NSX 48 599100408123 | 01
0,75mg 2 vién (VN-19161-15)
48. Co s& ding ky: Getz Pharma (Private) Limited (Dja chi: Plot No. 29-30, Sector 27, Korangi
Industrial Area, Karachi, Pakistan)
48.1. Co s& san xuit: Getz Pharma (Private) Limited (Dia chi: Plot No. 29-30, Sector
Industrial Area, Karachi, Pakistan) .
90 |Femogetz | Fenofibrat200mg |Vién  |Hoplvix | NSX | 36 | 8961] §%o§m\ 01
Capsules nang 10 vién (VN#1795 H@”
200mg cling nitp /*
91 Gabica Pregabalin 75mg | Vién Hop 2 vix | NSX 24 8961 103@326 01
Capsules nang 7 vién (\ﬂsﬁl 9958-1 6)
75mg cling

49, Co s& ding ky: Glenmark Pharmaceuticals Ltd. (Pia chi: B/2, Mahalaxmi Chambers, 22
Bhulabhai Desai Road, Mumbai - 400 026, India)
49.1. Co s& san xuit: Glenmark Pharmaceuticals Ltd. (Dia chi: Plot No. E-37, 39, D-Road, MIDC,
Satpur, Nashik — 422 007, Maharashtra State, India)









