BO Y TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DU OC boc lap - Tw do - Hanh phuc
S6: iQ(i /QLD-CL Ha Noi, ngayiy thang )jndm 2019
V/v cong bd két qua danh gia dap Gng
GMP cla QJs¢ san xudt nudc ngoai
(bot 02)

Kinh gtri:

Céan cr Nghi dinh 54/2017/NB-CP ngay 08 thang 5 nam 2017 cta Chinh
phd quy dinh chi tiét mo6t s6 diéu va bién phap thi hanh Luat Duorc;

Can ctr Quyét dinh s6 744/QD-QLD ngay 25/10/2018 cla Cuc truéng Cuc
Quan ly Dugc vé viéc ban hanh Quy ché hoat dong va Danh sach Ban danh gia
viéc dap ng Thuc hanh t6t Thyc hanh tét sdn xudt cla co s& san xuét thudc,
nguyén liéu lam thudc tai nwéc ngOcai khi dang ky Um hcanh tai Viét Nam;

Cuc Quan ly Duwgc thdng bao vé viéc danh gia viéc dap ing Thuc hanh tot
san xuat clia co s¢ san xuat thudc, nguyén liéu lam thudc tai nuéc ngoai khi dang
ky lvu hanh tai Viét Nam - Dot 2, nhv sau:

1 Phu luc I: Danh sach cac co s& san xuat thudc, nguyén liéu lam thuéc tai
nuGc ngoai dap tng Thuc hanh tét san xuat khi dang ky lvu hanh La Viét Nam.
DPoi vbi cac co s phai hoan thién hd so, trong vong 15 ngay ké tir ngay cong bd,
co so phai hoan thién hd so va glti vé Cuc Quan ly Duoc.

2. Phu luc Il: Danh sach cac co s& san xuat nwéc thude, nguyén liéu lam
thu6c tai nuéc ngoai diéu chinh ndi dung dad dwgc cong bo.

3. Phu luc 1Il: Danh sach cac co s& san xudat thuéc nguyén liéu lam thu6c
tai nwdc ngoai phai bo sung giai trinh viéc dap ’ng GMP. Céc doanh nghiép can
ct ndi dung can bo sung, gidi Irinh lai Danh sach de gti cdng van bo sung va giai
trinh vé Cuc Quan ly Duoc.

4. Cac danh sach dwoc dang tai trén trang thong tin dién tir cia Cuc Quan
ly Duwoc - Dia chi: http:// dav.gov.vn - Muc Dang ky thu6c.

Cuc Quan ly Duwgc thong bao dé cac don vi biét va thuc hién./.

Noi nhan: KT.CUC TRUONG

- Nhu trén; ) )
Cuc trwdang Vi Tuan Cuong (dé bic); PHOCUC TRUONG

Website Cuc Quéan ly Duorc;
Phong Bang ky thudc (dé phdi hop);
Luu: VT, CL.

iyén Tat Dat


http://_dav.gov.vn

BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUQC Paoc lap - Tu do - Hanh phtc

Ha Noi, ngay thang nam 2019
PHU LUC I: DANH SACH CAC CO SO SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NUGOC NGOAI

PDAP UNG THUC HANH TOT SAN XUAT KHI PANG KY LUU HANH TAI VIET NAM - DPOT 2
(Ban hanh kém theo Cong vansé ,iQGE /QLD-CL ngay ¢és / A /2019 clia Cuc Quan ly Duoc)

NaUVe N , x
Pham vi chitng nhan guyén GCN Ngay hét han  Co’quan cép

TT Cosysanxuat D ch “fftso (GCN GMP/ Gigy ocCMP Yéu cau hoan thien hd O
san xua phép san xuat)
1 Esseti Fannaceutici Via Campobello * Thudc vo tring: EU-GMP IT/40- 21/10/2019 CQOL Duwoc Y P& nghi b6 sung HO so tdng thé nha may day du
SR.L 15-00071 Thudc tiét trung cudi 1/H/2018 (aefa; cac phu luc theo huéng dan cia WHO-
Pomezia (RM), dung dich thé tich nho GMP/PICs-GMP/EU-GMP dugc in trén khé gidy
Italia da 16n dé c6 thé doc rd cac so do (Danh muc céac

nha san xuat va co s¢ kiém nghiém theo hgp
dong, So dd té chic, Cac ban vé khu vuc san
xudt bao gom chénh &p, cap sach, duong di cla
nguyén liéu va dwong di cGa nhan vién, Ban mo
tad téng quét qua trinh san xudt cia mdi dang bao
ché, Ban vé mo ta hé théng x& Iy nwéc, Darrii
muc cac thiét bi san xudt va kiém nghiém chinh)



TT Co’so' san xuat

2 Genzyme lreland
Limited

3 PT. Sunthi Sepuri

4 M/s Theon
Pharmaceuticals
Ltd.

Pia chi co'sd
san xuat

IDA Industrial
park, Old
Kilmeaden
Road,

W aterford,
Ireland

JL. Raya Serang
Km. 17, Cikupa
Tangerang
15710,
Indonesia

Vill. Sainimajra,
Tehsil Nalagarh,
Distt. Solan
(H.P), India

Pham vi chirng nhan
(GCN GMP Giay
phép san xuat)

* Thudc khdng vo trung:
Vién nang clng. zu6¢c
b6t pha hén dich uéng,
vién nén;

* Thudc san xudt vo
trung: thuéc bot ccng
kho, dung dich thé tich
nhé

* Thudc cong ngné sinh
hoc: thudc vo triing chira
hoat chéat sinh hoc

PIC/S-
GMP

* Thuéc khong vo :rung:
Thubc uéng dang léng
khéng chira khéng sinh
nhém beta-lactam

WHO-
GMP

* Thu6c khong va TUng
khong chtra khang sinh
nhém beta lactam: Vién
nén, vién nén bao phim

Nguyén
tdc GMP

EU-GMP

GCN

16649/M 10
13

4501/CPO
B/A/IX/15

HFW -
H[Drug]23
3/06

Ngay hét han

02/06/2020

08/09/2020

26/07/2021

Co quan cédp

COQL Dugc
Ire.and (HPRA)

CQQL Duoc
Indonesia
(NADFC)

CQQL Dwogc bang
Himachal Pradesh
-An Do

Yéu cau hoan thién ho O

Khong yéu cau

P& nghi b6 sung HO so téng thé nha may day du
céc phu luc theo huéng dén cia WHO-
GMP/PICs-GMP/EU-GMP duoc in trén khé gidy
du 16n dé co6 thé doc rd cac so do6 (Danh muc cac
nha san xudt va co s& kiém nghiém theo hop
dong, So do t6 chirc, Cac ban vé khu virc san
Xxudt bao gom chénh &p, cdp sach, duvong di cla
nguyén liéu va duong di cla nhan vién, Ban md
ta téng quat qua trinh san xuét cia mbi dang bao
ché, Ban vé mo ta hé théng x& Iy nwéc, Danh
muc cac thiét bi san xuét va kiém nghiém chinh)

B& sung Bao cao ra soat chat lugng cla san
phdm vo trung tvong ’ng véi sdn pham dy kién
dang ky lwu hanh tai Viét Nam dé céng b6 cho
cac dang thudc vo trung



TT Co'sd'san xuat

5 Minsldntercaps
u.v

6 Glenrrark
Pharmaceuticals
Limited

7 AstraZeneca
Phannaceuticals LP
(formerly Bristol
Myers Squibb
Company)

Pia chi Aso'
san xuat

Buildins 2, 26/3
Inzhenemaya
Str., 220075
Minsk, Republic
of Belarus

Plot No.2,
Phase-II,
Phanna Zone
Indore Special
Economic Zone
Pithampur, Dist,
Dhar (M.P.),
Pincode 454
775, India

4601 Highway
62 East, Mount
Vernon, IN,
47620, USA

Pham vi chirng nhan
(GCN GMP/ Giay
phép san xuaf.

* Thuéc khong vO Trung:
Vién nang crng, vién
nang mém

*Thudc khdong vo trung:
Vién nén, vién nén bao
phim, vién nang ckns,

* Thu6c khdng vo Trung:
Vién nang clkng, Vién
nén, vién nén bao phim,
Thudc ubng dang long,
thudc bot pha dung dich
ubng

Nguvén
ticGMP

India-
GMP/WH
O-GMP

Ev GMP

GCN

023/2016/G
MP

UK-GMP
33881 Insp
GMP
17350/5879
877-0006

IT/TGMP/E/
6-2015
revl

Ngay hét han

28/02/2020

19/4/2021
(MHRA)

13/02/2018

Co’ouan cap

B0 Y té Belarus

CQQL, Dugc Anh
(MHRA)

CQQL Duoc Y
(AlFa;

Yéu cau hoan thién ho O

Khong yéu cau

D& nghi b6 sung Béao cao thanh tra cia CQQL
Duwoc An D06 va bao cao ra soat chat lwgng san
phdm d€ xem xét cdng bd cho cac dang bao ché
khéac va thuéc tiém

Deé nghi b6 sung:

+ HO so téng thé nha may day da cac phu luc
theo hwéng dan cia WHO-GMP/PICs-GMP/EU-
GMP dugc in trén khd gidy da I6n dé c6 thé doc
ré cac so d6 (Danh muc cac nha sdn xuat va co
s& kiém nghiém theo hgp dong, So dd té chirc,
Cac ban vé khu viyc sdn xuat bao gom chénh ép,
cdp sach, dwong di clta nguyén liéu va duong di
clia nhan vién, Ban md ta téng quat qua trinh san
xuét cia mbi dang bao ché, Ban vé md ta hé
thdng x& Iy nwéc, Danh muc cac thiét bi sdn xuéat
va kiém nghiém chinh)

- B6 sung GCN GMP ban cap nhat



TT Colsd’san xuat

8 Farina Italia S.P.A,

Lamp San Prospero
SP.A,

9 Joint stock
Company Grindeks

10 Vianex S.A. - Plant
C

Nguyén
. Pham vi chirng nhan
Pia chi QJse ' .. tac GMP
" x (GCN GMP Giay
san xuat , 2 P
phép san xnat)
Via Vién nén Arcabese EUGMP
Zamgbeletti, 25- Friulchem
20021
Baranzate (M),
Italia
Via della Pace, Ev GMP

25/A, 1-41030
San Prospero,
Modena, ltalia

53 Krustpils * Thudc khong V5 tring: EU-GMP
Street, Riga, LV- vién nang ctrng (hao gom
1057, Latvia ca thuéc chra chat doc té

bao, chat kim té bao);

Thudc dung ngoai dang

léng, thudc udng dang

léng; thudc md, xcoc gel,

vién nén; vién nén oao

phim;
16th km San xuat, dong 201. th EU-GMP
M arathonos nghiém: * Thudc vo
Ave, Pallini trung: thuéc dons kho,

Attiki, 15351, duna dich thé tich nho
Greece

GCN

IT/265-
1/H/2016

IT/168-
I/H/2016

ZVA/ILV/2
017/016H

79257/13-
10-2017

Ngay hét han  Co quan cdp

Yéu cau hoan thién ho O

05/06/2019 COQL Dugc Y B& nghi b6 sung HO so tong thé nha ma} day du
(AlFa) cac phu luc theo hwéng dan cia WHO-

GMP/PICs-GMP/EU-GMP dugc in trén khé gidy
da 16n dé cé thé doc rd cac so dé (Danh muc cac
nha san xudt va co sé kiém nghiém theo hop
déng, So do t6 chirc, Cac ban vé khu vic san
xudt bao gém chénh ap, cdp sach, duvons di cla
nguyén liéu va dvong di cGa nhan vién, Bdn md
ta téng quat qué trinh san xuét cia mbi dang bao
ché, Ban vé mod ta hé théng x& ly nuéc, Danh
muc cac thiét bi san xudt va kiém nghiém chinh)

02/05/2019  CQQL Duoc ¥

(AIFA)
04/07/2020 CQQL Duwoc Khéng yéu cau
Latvia
44086 CQQL Duwgc Hy D& nghi cung cdp Bao cao thanh tra dé lam rd
Lap pham vi san xudt thuéc ung thu (khdng thé hién

trén Gidy chirng nhan)



TT Co'sd’san xuat

11 Lilly Prance

12 Eczacibasi Monrol

Nukleer Urunler
San. Ve tic A.s.

Pia chi AJso
san xuat

Zone
Industrielle, 2
rue du colonel
Lilly,
Fegersheim,
67640, France

Tubitak Mam
Technoparki
Baris Mah.
Dr.Zeki Acar
Cad.No:l,
Gebze-Kocaeli,
41470, Turkey

., Pham vi chirng nhén

Nguyén GCN

(GCN GMP/ Gidy ¢ GMP

phép san xuat)

EU-GMP 2018/HPF/

FR/097

Xuat xwdTig:

*Thu6c san xudt vd triing
(thudc hormon): thudc
déng kho, dung dich thé
tich nho.

* Thu6c sinh hoc: Sai

pham céng nghé sinh hoc

EU-GMP/ 049/2017/R
+ Dung dich uéng 0
MON.IYOT-131 ("4-
18500 MBQq);

+ Vién nang cling
MON.IYOT-131 (37-
7400MBq);

+ Vién nang cling
MON.IYOT-131 (0,37-
36 MBQ);

+ Binh phéat hat nhan
phéng xa - dung dich rira

* Thudc phdéng xa:

PICs
GMP TRIGMP/2

018/105 d

gidi dung cho tiém nodc
nhé mat MON.TEK
99M0/99m TC

Ngay hét han

23/02/2021

31/07/2019

30/11/2020

Co’quan cédp

CQQL Dugc
Phap (aNSM)

CQQL Duoc
Rumam

CQQL Duwoc Thé

NhT Ky

Yéu cau hoan thién ho O

D& nghi cung cdp Bdao cao thanh tra dé lam rd
pham vi xuat xwdng thudc ung thw (khéng thé
hién trén Gidy ching nhan)

D& nghi b6 sung bao cao thanh tra cia CQQL
Duwgc dé cong b6 cac dang thudc.



TT Co’sd’san xuét

13 Haupt pharma
Amareg GmbH -
bc

14 Laboratorios
Vitoria, S.A

., Pham vi chirng nhan

Nguyén GCN Ngay hét han

D!a’chl CEJso (GCN GMP Gidy tac GMP
san xuat p 2 x
phép san xuét)
Donaustaufer * Thudc vo tring (bao EU-GMP DEBYO05 12/07/2019
Strabe 378, gdm ca khang sinh, thuéc GMO0O20
93055 kim té bao, thudc coc té 17_0024
Regensburg, bao; thudc chra licrmon
Germany hodc hoat chat C3 hoat
tinh honnon; thubc Gc
ché& mién dich): vién nang
clng, thudc nwéc clung
ngoai, thudc ban ran,
thuéc dat, vién nen.
Rua Elias * Thudc vo trung: EU-GMP F019/S1/M 11/05/2020
Garcia, n.° 28, + Thudc sdn xuat vd H/001/2017
Amadora, 2700- tring: Dung dich thé tich
327, Portugal nho.

+ Thubc tiét trang
cudi: Dung dich :hé tich
nho.

* Thudc khdng vo cring:
Vién nang clng; :hrudc
udng dang long; dang bao
ché ban rén; vién dat;
vién nén; thudc bot; thube
com; pessaries.

Co quan cap

CQ Thadm quyén
blc

CQQL Duwogc B
Pao Nha

Yéu cau hoan thién ho O

P& nghi b6 sung HO so téng thé nha may day da
cac phu luc theo huéng dan cta WHO-
GMP/PICs-GMP/EU-GMP duwoc in trén khé gidy
da 16n dé c6 thé doc rd cac so do (Danh muc cac
nha san xudt va co s¢ kiém nghiém theo hop
dbéng, So d6 té chirc, Cac ban vé khu vuc san
xudt bao gom chénh &p, cap sach, duong di cla
nguyén liéu va duong di cla nhan vién, Ban mo
ta tng quat qua trinh san xuét cia mbi dang bao
ché, Ban vé mo tad hé théng x& ly nuéc, Danh
muc cac thiét bi san xudt va kiém nghiém chinh)

Khoéng yéu cau



NaQUVe " ~
Pham vi chirng nhan guyén GCN Ngay hét han  Co cuan cip

TT Co’sé s&n xuat D!a,Chl 03[30 (GCN GMP/ Giay tac GMP Yéu cau hoan thién hd 0
san xua phép san xuét)
15 Eisai European * Thudc san xudt vo EU GMP UKMI1A 08/06/2018 CQQL Duwgc Anh Khdng yéu cau
Manufacturing knowledge tring: dung dich tiié tich 32301 Insp (MHRA)
Limited (co s& centre mosquito nhé (déng goi tht cép va GMP/IMP
dcng go6i thir cdp va way hatfield ching nhéan 16) 32301/7262
Xudt xudng) AL10 9SN, UK * Thu6c khdng vc tring: 19-0007

Vién nang ctng, vién nén.

KT. CUC TRUONG






BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN 1y duoc Poc 1ap - Ty do - Hanh phuc

Ha Noi, ngay Thang nam 2019

PHU LUC II: DANH SACH CAC Co SO SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NUOC NGOAI
DAP UNG THuwC HANH TOT SAN XUAT KHI BPANG KY LUU HANH TAI VIET NAM
PUQOC PIEU CHINH NOI DUNG PA CONG BO
(Ban hanh kémtheo Cong vin so J9 % /QLD-CLngayJT / QA /2C19  Cuc

: . ar Pham vi chirng nhéan R
bia chi co s6’san Nguyén

TT Co so san xuat . (GCN GM P/ Gidy phép . GCN Ngay hét han Co quan cép Ndi dung diéu chinh
xuat N . tacGMP
san xuét)
Bieffe meditl s.p.a Via stelvio, 94- * Thudc tiét trttns cudi: EU-GMP  IT-55-1/H- 28/10/2019 ICQQLDugcY biéu chinh tén Céng ty dd cdng b6 dot 1
23035 Sondalo Dung dich thé tich I&n 2017 I(AIFA) t Bieffe Meditl s.p.a sang Bieffe Medital
(So), Italia S.P.A theo GCN GMP
2 Baxter Healthcare 2 Woodland ind D4y chuyén SX; Ché phdm PIC/s-GMP M00190 06/05/2019 ICQQLDuoc biéu chinh dia chi co s& thanh "2
SA, singapore park D Street 2 dung dich vo trang khdng dé iSingapore (HSA) Woodland ind park D Street 2 Singapore
Branch Singapore 189720 tiém 73778" theo dung GCN.

KT. CUC TRUONG






BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phac

Ha Noi, ngay thang nam 2019

PHU LUC IIl. DANH SACH CAC co SO SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NUGC NGOAI
CAN BO SUNG, GIAI TRINH VIEC DAP UNG THUC HANH TOT SAN XUAT -BOT 2
(Ban hanh kém theo Céng van s6 JE>C /QLD-CL ngay / &2 /2019 clta Cuc Quan ly Duoc)

Dia chi co sd’sédn Doanh nghiép dé A a pm N
’ gniep No&i dung can bo sung, gidi trinh

TT Cosésan xuat GCN  Ngay héthan Co quan cap

xuat nghi cong bd
1 Phebra Pty Ltd 19 Orion Road , M1-2C18- 01/03/2021 TGA Australia Cong ty CPDP 1. D& nenibd sung HO so tdng thé nha may day du cac phu luc theo

Lane Cove NSW L1-03655-1 Vipharco huéng dan cia WHO-GMP/PICs-GMP/EU-GMP duwoc in trén khé

2066 Australia gidy du lon dé c6 thé doc rd cac so do6 (Danh muc cac nha san xudt va
co s kiém nghiém theo hop déng, So do t6 chirc, Cac ban vé khu vuc
san xudt Dao gdm chénh &p, cap sach, duong di clla nguyén liéu va
dwong di cla nhan vién, Ban mo ta téng quat quéa trinh san xudt cla
mdi dang bao ché, Ban v& mo ta hé théng xi Iy nwéc, Danh muc cac
thiét bi san xudt va kiém nghiém chinh)
2. B6 sung Bao céo thanh tra dé lam r6 vé dang bao ché cda pham vi
San xuat (khdong bao gdbm Thi nghiém):

+ Thwdc nuéc vo trung:
+ Thucc nuéc khdng vo trung;
2 Axa Parenterals Plot No. 17P/1/98/2 17/05/2C19 CQQL An P39, Axa Parenterals Ltd D& nghi b6 sung:
Ltd 936,937&939, Vill- 006/6818 vttrakhand + Bé&o cbo thanh tra cia CQQL Dwoc An Do,

Kishanpur, + Béo céo ra soat vo trung,

Jamalpur, Roorkee + HO so téng thé nha may day di cac phu luc theo huéng dan cla

- 247667 Distt. WHO-GMP/PICs-GMP/EU-GMP duwoc in trén khé gidy da 16n dé co

Haridwar, thé doc rc cac so d6 (Danh muc cac nha san xudt va co s& kiém

Uttarakhand, India nghiém theo hop dong, So do t6 chirc, Cac ban vé khu vic san xuét

bao gom chénh ap, cdp sach, duong di cia nguyén liéu va duong di
clia nhan vién, Ban mo ta téng quat qua trinh san xuét cia mbi dang
bao ché, Ban vé mo ta hé théng x& Iy nwéc, Danh muc céc thiét bi san
xudt va kiém nghiém chinh)



TT Co’sd’san xuat

5

Zentiva Saglik
vrunleri Sanayi.
Ve Tic. A.s. (da
chuyén thanh
Sanofi Ilac Sanayi.
Ve Tic. As. tr
13/4/2018)

CL Pharm Asan
Plant

Zota Health Care
Ltd.

DPia chi @Jso' san Doanh nghiép dé

GCN  Ngay héthan Co’quan cap

Xuéat nghi cong bd
Kucukkaristiran 05869 doi 17/11/2018 d6i Turkish Medicines Cor.gty TNHH DP
Mah. Merkez Sok. vé6i Zentiva, voéi GCN tén and Medical Lién Hop
No. 223/A 15627 doi Zentiva; Devices Agency
Buyukkaristiran /  v6i tén méi  25/1/2021 d6i
Luleburgaz/Kirklar Sanofi v@i tén Sanofi
eli
101 Ganae-gil, Genesis Asia
Sinchang-myeon,

Asan-si,
Chungcheongnam-

do, Republic of

Korea

Plot No 169, Surat 1709325 05/09/2019 Food & Drug Congty TNHH DP
Special Economic Control Toan Chén

Zone., Near Sachin Administration,

Railway Station, Gujarat State, India

Sachin

City: Surat, Dist:

Surat

Gujarat State, India

NOi dung can bo sung, giai trinh

D& ngni bd sung:

+ HG6 so tong thé nha may day da cac phu luc theo hudng dan cla
WHO-3MP/?ICs-GMP/EU-GMP dugc in trén khé gidy da 16n dé cé
thé doc rd cac so d6 (Danh muc cac nha san xuét va co s¢ kiém
nghiém theo hop dong, So dd t6 chlc, Cac ban vé khu vyc san xuét
bao gébm chénh ap, cdp sach, duong di cla nguyén liéu va duong di
cla nhan vién, B&n mo ta tdng quat qué trinh san xuat cla mci dang
bao ché, Ban vé mo td hé thong x& Iy nwéc, Danh muc cac thiét bi san
Xxudt VE ki€m nghiém chinh)

+ Bao cdo thanh tra GMP va GCN GMP gan nhdtcla cling 1co quan
quan ly Dugc cé bao gom pham vi dang ky (vién dat, vién dan)

Deé nghi b6 sung:

+ GCN GMP hodc gidy phép sdn xudt va Bao cao thanh tra cia CQQL
Dugc Han Quoc,

+ H6 so tdng thé nha may day dd cac phu luc theo hwéng dan cla
WHO-GMP/PICs-GMP/EU-GMP dugc in trén khé gidy da 16n dé co
thé doc rd cac so d6 (Danh muc cée nha san xuét va co s¢ kiém
nghiém theo hop dong, So d6 t6 chic, Cac ban vé khu vuc san xuét
bao gom chénh &p, cdp sach, duong di cia nguyén liéu va dudng di
clia nhéan vién, Ban mo ta tbng quat qua trinh san xudt cta mci dang
bao ché&, Ban vé mo ta hé thong x& ly nwéc, Danh muc céc thiét bi san
xudt VE kiém nghiém chinh)

D& nghi bé sung:

+ Bed CA0 thanh tra cia CQQL Duwoc ,

+ Ho so tdng thé nha may day dd cac phu luc theo huéng dan cira
WHO-GMP/PICs-GMP/EU-GMP dugc in trén khé gidy da 16n dé cé
thé doc rd cac so do (Danh muc cac nha san xudt va co s kiém
nghiém theo hop déng, So dd t6 chirc, Cac ban vé& khu vuc san xuét
bao gom chénh &p, cdp sach, duong di clla nguyén liéu va duong di
clia nhan vién, Ban mo ta tdng quat qua trinh san xuét cia méi dang
bao ché, Ban vé mo td hé thong x& ly nwéc, Danh muc cac thiét bi san
xudt Ve kiém nghiém chinh)



TT Co’sd’san xuat

6

Naprod Life
Sciences Pvt. Ltd

ILKO ILAC SAN.
VETIC A

BLUE CROSS
LABORATORIES
PVT

ICPA HEALTH
PRODUCTS LTD.

Dia chi’co sd’san
Xudt
Plot No. G-17/1,
MIDC, Tarapur,
Boisar, Thane
401506,
Maharashtra State,
India.

3. Organize Sanayi
Bolgesi, Buyuk
Kayacik Mah.
Kuddusi Cad.,
23.So0k. No:l,
Selcuklu, Konya -
Turkey

L-17, Vema
Industrial Estate,
Vema, Goa
403722. Goa State,
India

286/287, GIDC,
ANKLESHWAR,
BHARUCH,
GUJARAT
STATE, INDIA

GCN  Ngay hét han  Co’quan cap
NEW - 14/03/2019 FDA Maharashtra
WHO-

GMP/CER

T/KD/5358

2/2017/11/

18519

TR/GMP/2 11/05/2021  CQQL Turkey
018/195

450/MFG/ 23/08/2021 Food & Drug
WHO- Control
GMP/DFD Administration
A/2018/204 goverment GOA,
9 India

1802609 04/02/2020  FDA Gujarat, India

Doanh nghiép dé
nghi cong bo

Naprod Life

Sciences Pvt. L:d

Céng ty c6 phan
Duwgc pham
Vipharco

Blue Cross
Laboratories Ltd.

Congty TNHH
Truwong Son

Noi dung can b6 sung, gidi trinh

D& nghi bd sung Bao cao thanh tra gan nhét cila COQL Dugc

D& nghi bd sung:

+GCN GMP cla Thd NhT Ky do ban nop 1én Cuc bi ddu HPHLS che
khudt pham vi chi*rng nhéan;

+ B&o cdo thanh tra gan nhdt cia CQ quan ly Dugc;

+ H® so 16ng thé nha may day da cac phu luc theo huéng dan cla
WHO-GMP/PICs-GMP/EU-GMP duoc in trén khd gidy da 16n dé cé
thé doc rd cac so dé (Danh muc cac nha san xudt va co s kiém
nghiém Iheo hgp dong, So do t6 chirc, Cac ban vé khu vuc san xuat
bao gébm chénh ap, cdp sach, duvong di clia nguyén liéu va dwong di
clia nhar. vién, Ban mo ta téng quét qué trinh san xudt cla mdi dang
bao ché, 3an vé mo td hé thong x& ly nwéc, Danh muc cac thiét bi san
xudt va kiém nghiém chinh)

D& nghi c6 sung Bao cao thanh tra cia CQQL Duwogc gan nhéat

D& nghi c6 sung:

+ Bao céo thanh tra gan nhdt cia CQQL Duoc ,

+ H® so téng thé nha may day da cac phu luc theo huéng dan cda
WHO-GMP/PICs-GMP/EU-GMP duoc in trén khé gidy da 16n dé co
thé doc rd cac so dd (Danh muc cac nha san xuét va co s& kiém
nghiém theo hop déng, So do t6 chirc, Cac ban vé& khu vuc san xuét
bao gom chénh ap, cdp sach, dwong di cia nguyén liéu va dwong di
cla nhan vién, Ban mo ta téng quét qua trinh san xudt cia mdi dang
bao ché, Ban vé mo ta hé théng x& Iy nudc, Danh muc cac thiét bi san
xudt va kiém nghiém chinh)



TT Co’so’san xuat

10

11

12

Par Laboratories

Seid, A.S

Lowirt Pharma
(Pvt.; Ltd

Dia chi co s8’san
Xuat

34, GIDC, Gozaria,

Tal-Vijapur,

Mahesana dist.,

Gozaria - 382825,

India

Ctra. de Sabadell a
Granollers, Km 15,
Lliea de Vall,
Barcelona, 08185,
Spain

Plot No. 24 -
Industrial Estate,
Hayatabad,
Peshawar (K.P.K),
Pakistan

GCN

1705105

ES/023HVI
/16

F.l 1-56/17-
Lowitt-
DRAD-125
ngay
08/08/2017

Ngay hét han

11/05/2019

21/12/2018

07/072018

Co’quail cap

FDA Gujarat State,
India

Agency for
Medicines and
Health Products
(AEMPS), Spain

Drug Regulatory
Authority of
Pakistan
(Peshawar)

Doanh nghiép de
nghi cong bd

Congty TNHH TM

DP Bo6ng Phuong

Cong ty TNHH duoc
phdm Nhat Anh

Congty TNHH T™M
DP Bdng Phuong

N6i dung can b6 sung, giai trinh

De ngni gidi :rinh vé viéc thwc hién cac phép thr vi sir.h (Noi thuc
hién. C& s& vat chat, trang thiét bi);
B0 sung Béo cao thanh tra gan nhdt cia CQQL Duogc

Pham vi GCN GMP do Cdng ty nop tai Cuc Quan ly Dwoc chi bao
gém tnudc gay nghién, hudng than. D6 nghi b sung GCN GMP ddi
vGi cac dang thudc véi dang thudc dang ky dé xem xét

D& ngni bd sung:

+ CN GMP hodc gidy phép sdn xudt ban cap nhat (GCN GMP cii hét
han 7/2018);

+ Bao céo thanh tra gan nhat cia CQQL Duoc ,

+ H® so tons thé nha méay day da cac phu luc theo huéng dan cla
WHO-GMP/PICs-GMP/EU-GMP duoc in trén khd gidy du Ién dé co
thé doc rd cac so do6 (Danh muc cac nha sdn xudt va co s kiém
nghiém theo nop dong, So do t6 chic, Cac ban vé khu vyc san xuét
bao gébm chénh ap, cdp sach, dudng di clla nguyén liéu va duong di
cla nhan vién, Ban mo ta tdng quét qua trinh san xudt cda mdi dang
bao ché, Ban vé md ta hé thong x ly nwéc, Danh muc cac thiét bi san
xud: VEKkiém nshiém chinh)
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Corona Remedies
Pvt. Ltd

Milan Laboratories
(India) Pvt. Ltd

Biogen U.S.
Corporation
(Biogen
Incorporated, co SO
sdn xuét ban thanh
pham)

Pia chi Q0s6’san
XUuat
Village - Jatoli,
P.0-Oachshat,
Tehsil & Distt-
Solan (H.P.), India

Plot Nos.
25,36,63,64,65,67
&87 Jawahar Co-
Op Industrial Estate
Ltd, Kamothe,
Raigad 410209
Maharashtra State,
India

900 Davis Drive,
Research Triangle
Park, 27709, USA

GCN  Ngay hét han Co’quan cap nghi cbng bé
HFW -H 10.10.2019 Health & Family Corona Remedies
[Drugs] Welfare Pvt. Ltd
177/07 Department,
ngay Himachal Pradesh,

11/10/2017 Baddi, Distt. Solan

NEW - 22/05/2019 FDA Maharashtra, Milan Laboratories
WHO- India (India) Pvt. Ltd
GMP-

CERT/KD/

54779/2017

/11/19343

UK GMP 18/07/2019 MHRA VPDD Eisai
22913 Insp (Thailand)

GMP Marketing Co., Ltd
22913/1404

041-0005

Doanh nghiép dé

Noi dung can bo sung, giai trinh

Dé nghi b4 sung:

+ Bao cao thanh tra gan nhdt cta CQQL Dugc ;

+ H® so tdng thé nha may day d0 cac phu luc theo hwéng dan cla
WHO-GMP/PICs-GMP/EU-GMP dugc in trén khd gidy da 16n dé co
thé doc rd cac so do (Danh muc cac nha san xuét va co s kiém
nghiém :heo hgp dong, So dd td chirc, Cac ban vé khu vic san xuét
bao gorr. chénh 4p, cép sach, dwong di clta nguyén liéu va dwons di
clia nhan vién, Ban md ta téng quat qua trinh san xuét cta mbi dang
bao ché, Ban vé mo ta hé thong x& ly nuéc, Danh muc cac thiét bi san
Xuét va kiém nghiém chinh);

+ Theo SOP clia Cong ty: QC sé release san pham sau khi kiém
nghiém dat, QA sé ra soat ho so 16 roi ban hanh phiéu xuat xuéng.
Khéns dam bdo viéc ra soat toan dién va khach quan déi véi chat
lvgng sadn phdm truéc khi xudt xudng.

Dé nghi bo sung:

+ Bao cao thanh tra gan nhdtcla CQQL Dugc ,

+ H® so tdng thé nha may day d0 cac phu luc theo hwéng dan cla
WHO-GMP/PICs-GMP/EU-GMP dugc in trén khd gidy da 16n dé co
thé doc ré cac so dé6 (Danh muc cdc nha sdn xudt va co s& kiém
nghiém theo hgp déng, So dd t6 chirc, Cac ban vé khu vic san xudt
bao gdir. chénh ap, cap sach, duong di cia nguyén liéu va duong di
clia nhan vién, Ban mo ta téng quat qua trinh san xuét cia mbi dang
bao ché, Ban vé mo td hé thong x& Iy nuéc, Danh muc cac thiét bi san
Xxuét va kiém nghiém chinh)

P& nghi 06 sung HO so téng thé nha may day dd cac phu luc theo
hwéng dan cia WHO-GMP/PICs-GMP/EU-GMP duoc in trén khé
gidy d Ién dé cd thé doc rd cac so do (Danh muc cac nha san xudt va
co s& kiém nghiém theo hgp dong, So d6 t6 chirc, Cac ban vé khu vuc
san xudt bao gom chénh ap, cdp sach, duvong di clia nguyén liéu va
dwong di cla nhan vién, BAn mo ta tdng quat qua trinh san xudt cla
médi dang bao ché, Ban v& mo ta hé théng x& ly nwéc, Danh muc cac
thiét bi san xuat va kiém nghiém chinh)
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C.P.M
ContractPharma
GmbH & Co0.KG

Nobilus Ent,
Tomasz Kozluk

Cosmas Research
Lab Ltd.

Pia chi GJsd’san
Xuat
FruhlingstraPe 7, DE_BY_04
83620 Feldkirchen- _GMP_201

GCN Ngayhét han  Co’quan cép

nghi cong bo
Cong ty Woerwag
Pharma GmbH &

28/C'22019 CQOL Duegc bc

W esterham, 6_0096 Co. KG
Germany
ul. Zegrzynska GIF-IW - 11/09/2018 Main Cong ty CP thudc
22A, 05-110 400/0167_0 Pharmaceutical ung thv Benovas
Jablonna, Poland 101/04/18 Inspectorate,

6/15 Poland
Village Gaunspura, 2016/11234 03/1 ./2018 FDA Punab (India) APC

Pharmaceuticals &
Chemical Limited

Bhattain Road,
Hambran, District
Ludhiana, Punjab,
India

Doanh nghiép dé

Noi dung can bd sung, giai trinh

B& sung GCN GMP m¢@i vai pham vi phu hop véi thuéc dang luu
hanh tai Viét Nam.

D& nghi b6 SIHI2 H6 so téng thé nha may day di cac phu luc theo
hvéng dan cia WHO-GMP/PICs-GMP/EU-GMP duoc in trén kho
gidy du 16n dé c6 thé doc rd cac so do (Danh muc cac nha san xuét va
co s6 kiém nshiém theo hop dbng, So dd td chic, Cac ban vé khu vuc
sdn xuat bao gom chénh ap, cdp sach, duong di clla nguyén liéu va
dwong di cia nhan vién, Ba&n mo ta tdng quat qua trinh sdn xuét cla
méi dang bao ché, Ban vé& mo ta hé théng x& Iy nwéc, Danh muc cac
thiét O san xudt va kiém nghiém chinh)

GCN GMP khong thé hién pham vi san xuat thuéc ung thuw (dang
thudc cang déne ky). Dé nghi bd sung gidy chirng nhan GMP bao gbm
c& pnam vi thudc ung thv dé xem xét.

D& nghi b6 sung:

+ Bao céo thanh tra GMP cta CQQL,

+ GO GMPc6 HPHLS,

+ Giai irinh v viéc cong ty bdo cao khong Idy mau theo ddi 6n dinh
trong cac 16 2017; Gidy phép SX vad SMF ko nhéc dén nguoi chiu
trach rmiém chuyén mon va XX; thiéu so do hé thong nwéc.

KT. CUC TRUONG





