BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUQC Pac 1ap - Tw do - Hanh phtic
/QLD-CL Ha Noi, ngayyg thang i j nam 2019

Vv cdng bd két qua danh gia dap ting
GMP clia co o' san xuat nudc ngoai
(Poi 5)

Kinh gli: Céac co s¢ dang ky thudc nuéc ngoai

Can c* Nghi dinh 54/2017/NDB-CP ngay 08 thang 5 ndam 2017 cuta Chinh
phd quy dinh chi tiét mot s6 diéu va bién phap thi hanh Luéat Duoc;

Can cu Nghi dinh 155/2018/NDB-CP ngay 12 thang 11 nam 2018 cla
Chinh pht stra d6i, b6 sung mét sé quy dinh lién quan dén diéu kién dau tw kinh
doanh thudc pham vi quan ly nha nuéc cia B Y té;

Can c¢r Quyét dinh s6 744/QDB-QLD ngay 25/10/2018 cla Cuc trudng
Cuc Quan ly Duwoc vé viéc ban hanh Quy ché hoat dong va Danh sach Ban danh
gia viéc dap ing Thuc hanh t6t Thyc hanh tot san xuat clia co s san xudt thudc,
nguyén liéu lam thudc tai nwéc ngoai khi dang ky lwu hanh tai Viét Nam;

Cuc Quén ly Duoc théng bao vé viéc danh gia viéc dap tng Thuc hanh tot
sdn xuat cla co s& san xuat thubc, nguyén liéu lam thudc tai nuwdc ngoai khi
dang ky lwru hanh tai Viét Nam - Dot 5, nhuv sau:

1. Phu luc I: Danh séach céac co s& san xuat thudc, nguyén liéu lam thudéc
tai nwéc ngoai dap (ng Thuwc hanh t6t san xuat khi dang ky luvu hanh tai Viét
Nam. Bdi véi cac co s& phai hoan thién ho so, trong vong 15 ngay ke tlr ngay
cong bo, co s& phai hoan thién hod so va glri vé Cuc Quan ly Duoc.

2. Phu luc II: Danh sach cac co s¢ san xuat nwdc thube, nguyén liéu lam
thubc tai nwdc ngoai duoc diéu chinh ndi dung dad dwgc cong bé.

3. Phu luc IIl: Danh sach cac co s¢ san xuét thudc nguyén liéu lam thu6c
tai nwéc ngoai phai bd sung giai trinh viéc dap 'ng GMP. Céc doanh nghiép can
cl? ndi dung can bd sung, gidi trinh tai Danh sach dé gtri cong van bd sung va
gidi trinh vé Cuc Quan ly Duoc.

4. Cac danh sach dugc dang tai trén trang thong tin dién tir cila Cuc Quan
ly Dugc - Dia chi: http:// dav.gov.vn - Muc Bang ky thudc.

Cuc Quan ly Duoc théng bao dé cac don vi biét va thuc hién./.

Noi nhan: KT. CUC TRUONG
- Nhu trén; A 2

- Cuc trvdng Vi Tudn Cuong (dé b/c); PHO CUC TRUONG
- Website Cuc Quan ly Duoc;

- Phong Bang ky thudc (dé phdi hop);

- Luu:VT, CL.


http://_dav.gov.vn

PHU LUC 1: DANH SACH CO' SO’ SAN XUAT THUOC NU'G'C NGOAI PAT TIEU CHUAN GMP

bot 5
( Theo cong van s6 19500 /QLD-CL ngay 18/11/2019 cta Cuc Quan ly Duwoc)
TEN CO SO SAN NGUYEN | GIAY cH. | NGAY | NGAY
STT XUAT PIA CHI PHAM VI CHUNG NHAN tAcemp| NH AN CAP l:li’; CO’ QUAN CAP

1 |Toll C/Aragoneses, 2, Madrid, |[* Thudc khéng vo trung: Vién nang cirng, vién nén (bao gbm |EU GMP  [ES/051HVI/1 ~ o |Agency for Medicines
Manufacturing 28108 Madrid Spain ca thudc gy nghién, hudng than) 7 § § and Health Products
services, S.L o & |(AEMPS), Spain

SRS
— o
2 |Edefarm,S.L Poligono Industrial DPéng gobi thir cap EU GMP [4166-E/01- 0 — |Coquan quan ly Dugc
Enchilagar del Rullo, 18/C.VAL § § Tay Ban Nha
117.C.P.46191 > =
Villamarchante, Valencia, S §
. - o
Spain
3 [Nobilus Ent, ul. Zegrzynska 22A, 05- * Thuéc khdng vd trung: Vién nang cirng chira Imatinib; dung |EU-GMP  |IWPS.405.2. 0 — |Main Pharmaceutical
¢ s — (o]
Tomasz Kozluk 110 Jablonna, Poland dich dung ngoai; thudc ban ran. 2018.ER.1 Q Q |Inspectorate, Poland
S~ S~
WTC/0167_ ) ©
01_01/251 = g
— [o\]

4 |Helsinn Birex Damastown, Mulhuddart, |* Thu8c khéng vé trung: Vién nang cling; vién nén; vien nén [EU GMP  |15413/M29 ~ o |Health Products
Pharmaceuticals [Dublin 15, Ireland. bao; thudc bét; thudc cdm. 4 § § Regulatory Authority
Ltd o = |(HPRA), Ireland

o o

< S

o o~
5 |[CADILA Sarkhej-Bavla N.H.N° : 8- |* Thu&c khdng vo trung: Vién nang cirng; vién nang mém; WHO-GMP|2019/HPF/P o ~ |French National Agency

—

HEALTHCARE Ltd [A, Moraiya, Tal: Sanand, |vién nén; vién nén bao. T/004 Q § for Medicine and Health
AHMEDABAD, 382-210, o) = |Products Safety (ANSM)

o o

India S )

o (o]

6 [CATALENT 2725 SCHERER DRIVE, ST |* Thuéc khéng vé trung: Vién nang mém. EU-GMP [UK GMP ~ o |Medicines and
PHARMA PETERSBURG, 33716- (Khdng bao gdbm ddng gdi, xuat xwéng). 20656 Insp § § Healthcare Products
SOLUTIONS LLC  |1016, United States GMP ~ = |Regulatory Agency

o o
33168/4600 E E (MHRA), United
35-0005 Kingdom

7 |AKRITI Plot No. D-10 & D-11 * Thudc khéng v6 trung non-Betalactam: Vién nang cirng, WHO-GMP|NEW-WHO- FDA Maharashtra, India
PHARMACEUTICA [MIDC Jejuri -Nira Road, m&, kem, gel, lotion, thu8c dat, vién nén. GMP/CERT/ x =
LS PVT.LTD Jejuri,Taluka Purandar, PD/72622/2| & | &

Dist-Pune 412303 018/11/256 | o o
Maharashtra State, India 12 3 S
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TEN CO' SO SAN

NGUYEN

GIAY CH.

NGAY

NGAY

STT XUAT PIA CHI PHAM VI CHUNG NHAN TAicemp| NH AN CAP E‘E’; CO QUAN CAP
8 |Macleods Khasra No.21, 22, 66, * Thu6c khdng vé trung chira khang sinh nhém WHO-GMP|27/WHO- Government of Sikkim
Pharmaceuticals [67&68 Aho-Yangtam, Cephalosporin: Vién nén, vién nén bao phim, siré kho. GMP/DC/SK - ~ |Department of Health
LTD Namchepung, P.O. M § § Care, Human Service&
Ranipool, East -Sikkim - > o |Family Welfare (Drug
737135, India % % and Cosmetics Cell
~ ~ Tadong-Gangtok
9 |Macarthys Bampton Road, Harold * Thu6c vé trung: EU-GMP |UK MIA Medicines and
laboratories Hill, Romford, RM3 8UG- | + Thuéc san xuat vd trung: Dung dich thé tich nho, 1883 Insp Healthcare Products
Limited T/A United Kingdom + Thudc tiét trung cudi: Dung dich thé tich nho. GMP/GDP 0 o |Regulatory Agency
Martindale 1883/2700- § §
Pharma. 0046 ~ oy
(* Cach ghi khéc: S| 3
Macarthys e ~
laboratories
Limited)
10 |Laboratorios Gall, 30-36 08950 * Thuéc vé trung: EU-GMP |NCF/1732/0 ~ - Ministry of Health of
Salvat, SA Esplugues De Llobregat, + Thu6c san xuat vé trung: Dung dich thé tich nho. 02/CAT § § Government of
Spain * Thuéc khdng vd trung: Vién nang clrng; vién nén; vién nén = X [Catalonia
bao phim; thuSc dung ngoai dang 16ng; thudc uéng dang léng; E g
thudc ban ran; vién dan. - e
11 ([Boehringer c/Prat de la Riba, 50 * Thuéc vé trung: EU-GMP |NCF/1913/0 o ~  |Ministry of Health of
Ingelheim Espana, [08174 Sant Cugat De; + Thudc tiét trung cudi: Dung dich thé tich nho. 01/CAT § § Government of
SA Valles (Barcelona), Spain |* Thudc khéng v6 trung: Vién nang cirng; thuéc ubng dang § g Catalonia
long. E E
12 |Aspen Notre 1 rue de L' Abbaye, Notre |* ThuSc v6 triing (cac thudc Certoparine, Fondaparinux EU-GMP  [2019/HPF/F o ~ |French national Agency
Dame De Dame De Bondeville, sodium, Nadroparine Calci): R/173 § § for Medicines and
Bondeville 76960, France + Thudc san xuat vo trung: Dung dich thé tich nhé; g g Health Products Safety
+ Thudc tiét trung cudi: Dung dich thé tich nho. § §
13 [DR. REDDY’S Plot No. Q1 to Q5, Phase |Dung dich thudc tiém thé tich nhd; thudc bét déng khd pha  [WHO-GMP|L.Dis.No: . _,  |Government of Andhra
LABRATORIES LTD |- Ill, Duvvada, VSEZ, tiém. 147/DCA/AP § § Pradesh — Drugs Control
FTO-IX Visakhapatnam, Andha /2018 ~ = |Administration
Pradesh — 530046, India NS
o o
14 |G.D. Laboratories |P.W.D. Red House rooad, |Vién nén; vién nén bao phim; vién nang ctrng; dung dich WHO-GMP |DC/D- © o |Government of
(India) Pvt. Ltd Nohar, Distt. thudc udng; hén dich thudc udng; thudc kem, m& dung ngoai. 3/WHO0/201 § § Rajasthan - India
Hanumangarh 6/495 E E
(Rajasthan), India 5 5
Danh sdch co s& Dat Trang2 /5 Dot §




TEN CO' SO SAN

NGUYEN

GIAY CH.

NGAY

NGAY

STT XUAT PIA CHI PHAM VI CHUNG NHAN thicemp!| NH AN CAP ;li’; CO’ QUAN CAP
15 |Acme Generic LLP |Plot No. 115, HPSIDC Vién nén (bao gbm ca thudc chira hormon); vién nén bao WHO-GMP (HFW-H Health & Family Welfare
Industrial Area Davni, P.O.|phim; vién nén bao dwdng; vién nang cing. [Drug] 1/15 x < |Department Himachi
G jra, Tehsil & & |Pradest, Distt. Solan -
urumajra, Q Q ” .
Nalagarh, Distt. Solan o 8 |india
(H.P), India 3 S  |(state Drugs Controller)
16 [lcure Pharm Inc. (13 Je3gongdan 3-gil, Miéng dan; thubc dap; hé trj liéu qua da. PIC/S-GMP [2019-D1- Q S Gyeongin Regional Food
S.eoun-myec.m, Anseong.- 0277 8 8 and Drug Safety, Korea
si, Gyeonggi-do, Republic g «a
of Korea ) )
(o] o~
17 [LacerS.A Boters, 5 Parc Tecnologic |* Thu6c khong vé trung (bao gdm ca thuéc gay nghién va EU GMP [NCF/1642/0 © o |Ministry of Heath of
del Valles 08290 huéng than): Vién nang cirng, thudc nwdc udng, Vién nén, 01/CAT § § Government of
Cerdanyola Del Vallés Vién nén bao phim, thudc bén ran, (thudc kem, thuéc md), S § Catalonia, Spain
" : —
(Barcelona), Spain cac dang thudc ran khac a ﬁ
18 |[SAG Crta. N-I, Km 36, San Thuéc khdng vd trung: Vién nang cirng, thudc nwdc udng, EUGMP  |ES/134HVI/1| o |Competent Authority of
Manufacturing, [Agustin de Guadalix, thudc nwdc dung ngoai, vién nén, vién nén bao phim, thuéc 7* § § Spain (Agencia Espanola
S.L.U 28750 Madrid Espana, bén ran, thudc ran khac. ~ > |de Medicamentos y
— o
Spain = '~ |Productos Sanitarios)
o o
19 |One Pharma 60th, km N.N.R. Athinon- |Thudc khéng vé trung: Vién nang cirng, thuéc nwéc udng, EU-GMP  [39675/27-4- National Organization
Industrial Lamias, Sximatari thudc nwdc dung ngoai, vién nén, vién nén bao phim. 2017 N  |for Medicines (EOF),
Pharmaceutical |Voiotias, 32009, Greece 8 8 Greece
. n [a0)]
Company Societe o =}
Anonyme S =
20 [VUAB Pharma a.s. |Vltavska 53, 25263 Thuéc vé trung: Thubc bdt déng khd pha tiém (bao gbm ca EUGMP  |sukls251187| o |State Institute for Drug
Roztoky, Czech Republic |hormones) /2016 § § Control (SUKL), Czech
o N~ |Republic
< N
— n
o —
21 |Gilead Sciences |IDA Business and Thuéc khdng vd trung: Vién nén, Vién nén bao phim, Thuéc  [EU GMP  |20496/M58 ) — |Health Products
L
Ireland UC Technology Park, bot. 9 S § Regulatory Authority
Carrigtohill, Co. Cork, E g (HPRA), Ireland
Ireland w P
o —
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TEN CO SO SAN . . < NGUYEN | GIAY cH. | NGAY | NGAY -
STT XUAT PIA CHI PHAM VI CHUNG NHAN TAicemp| NH AN CAP gi’; CO QUAN CAP
22 |Schering - Plough |Industriepark 30, Heist-op-|* Thuéc khdng vd tring: Thudc nudc ubng; thudc nwdc dung |EU GMP  |BE/GMP/20 M — |Federal Agency for
Labo NV (N.V) den-Berg, 2220, Belgium |ngoai; thudc bén ran (thudc kem, thudc md); vién nén, vién 18/125 § § Medicines and Health
nén bao phim. g § Products (FAMHP),
S & [Belgium
- -
Catalent Germany |Steinbeisstr. 1 und 2, * Thuéc khdng vo trung: Vién nén, vién bao phim, vién nang |[EUGMP |DE_NW_01_| o |Coquanthdm quyén
Schorndorf GmbH |73614 Schorndorf, ctrng, cac dan thudc ran khac (thudc cdm) GMP_2017_ § § Purc
S~ S~
Germany 1056 % §
o o
Co s san xudt:  |2100 Syntex Court, * S3n pham: PIC/S GMP (71151 . o |Health Products and
Patheon Inc Mississauga, Ontario, + Vién nang Lenvima (Lenvatinib 4mg) § § Food Branch
Canada, L5N 7K9 + Vién nang Lenvima (Lenvatinib 10mg) g g Inspectorate (HPFBI),
N X |Canada
o o
Co sé dong gbi: |1 Kawashimatakehaya- Japan 1786; 1784 00 — |Ministry of Health,
Eisai Co., Ltd machi, Kakamigahara-shi, GMP § § Labour and Welfare
Kawashima Plant |Gifu-ken, Japan E § (MHLW), Japan
S~ S~
S 3
PIERRE FABRE Aquitaine Pharm * S3n xuat thudc: EU GMP  [2018/HPF/F French National Agency
MEDICAMENT International 1, Avenue + Thudc san xuat vo trung: thudc déng kho (bao gbm ca R/186 for Medicine and Health
PRODUCTION du Béarn, IDRON, 64320, [thuSc chira hormon); dung dich thudc tiém thé tich nhé (bao Products Safety (ANSM)
France gbm ca thudc chira chat déc té bao).
+ Thudc tiét trung cudi: dang bao ché bén ran; dung dich
thudc tiém thé tich nho (bao gdm ca thudc chira hormon). ® ]
* Thuéc sinh hoc: thuéc cong nghé sinh hoc. 8 8
* Pong goi thudc: g §
+Poéng gbi cap 1: vién nang mém chira chat doc té bao. =S N
+Poéng gbi cap 2.
* Xuat xwdng 16.
Siegfried Hameln [Langes Feld 13, 31789 * S3n xuét thudc: EU-GMP |DE_NI_02_G Co quan tham quyén
GmbH Hameln, Germany + Thudc sdn xuat vo trung: dung dich thé tich |on; dung dich MP_2018 0 | o [Puc
thé tich nhd; hdn dich. 013 § §
+ Thudc tiét trung cudi: dung dich thé tich I&n; dung dich = S
thé tich nha. S |3
+ Thudc sinh hoc: Vaccin chra vi rat hodc vi khuan bat hoat - -
. YL (Chi cé tlr céng doan filling). |
2dlITLU 50U TUdl [,
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TEN CO' SO SAN

NGUYEN

GIAY CH.

NGAY

NGAY

+Débng gdi cap 2.

STT XUAT PIA CHI PHAM VI CHUNG NHAN thicemp!| NH AN CAP g‘li'; CO’ QUAN CAP
27 |Delpharm Via Crosa, 86-28065 * San xuat thubc khong vé trung: Vién nang cirng; vién nén;  |EU-GMP  |IT/127- Italian Medicines
Novarra S.R.L Cerano (NO), Italy vién nén bao phim. 4/H/2017 N 9 |Agency (AIFA)
* Pdng goi: 8 8
+Dong gdi cap 1: Vién nang clrng; vién nén; vién nén bao S 3
i NEE
phim. ~ N
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PHU LUC 2: DANH SACH CO SO’ SAN XUAT THUOC NUYO'C NGOAI PAT TIEU CHUAN GMP PUQ'C PIEU CHINH NOI DUNG DA CONG BO

Pot 5
( Theo cong vin sd /QLD-CL ngay cta Cuc Quan ly Dwoc)
BOT| 1N co st saN i ) . NGUYEN | GIAY CH. |NGAY |NGAY . ) L
STT | & XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN cAp HET CO’' QUAN CAP LY DO PIEU CHINH
STT HAN
1 |Dot 4|Laboratoires 6 avenue de I'Europe, * Pbng goi cap 1, cap 2 thudc khdéng vé trung: vién nang EUGMP  [2019/HPF/F French National Agency |Diéu chinh b8 sung pham vi Xuit
STT 9 |Mayoly Spindler - |CHATOU, 78400, France |m&m; vién nhai; thudc udng dang 1dng; thudc ban rén; vién R/083 for Medicine and Health [xwéng 16 va Kiém tra chat lvgng thudc
Chatou nén; thudc duoc liéu. Products Safety (ANSM) [khéng vé trung d& phu hop pham vi
* Xudt xwédng 16 thudc khdng vo trung: vién nang mém; vién a I GCN GMP.
nhai; thudc udng dang 16ng; thudc ban ran; vién nén; 8 8
* Kiém tra chat lwvgng thudc khdng vo trung: vién nang mém; § §
vién nhai; thudc udng dang 16ng; thudc ban ran; vién nén; * 2
thudc duoc lidu.
2 |Pot4|Pell Tech health |Plot No 20B, Tansa farm [* Thudc khéng vé trung: vién nén; vién nang cirng; Pellets;  |WHO-GMP|NEW-WHO- Food & Drug Cap nhat Gidy chirng nhan GMP mdi.
STT |care PVT.LTD. Estate Village Met, vién nén bao phim. GMP/CERT/ Administration, M,S
13 Gonsai, Bhiwandi-wada, KD/75607/2 o ~ |Bandra (E) Mumbai
Thane 421312, 019/11/270 § § Maharasghtra State,
Maharashtra State, India 31 o ~  |India.
City: Surat, Dist: Surat S %
Gujarat State, India N o
3 |DPot4|Seid, A.S Ctra. de Sabadell a Vién nang cirng; thuéc udng dang l1dng; thudc dung ngoai EU-GMP |[NCF/1737/0 ~ o [Ministry of Health of Piéu chinh Pham vi cdng b8 thudc ban
STT Granollers, Km 15, Llica  |dang 16ng; thudc dang ban ran (m&, gel thudc); vién nén. 01/CAT § § Government of rén ghi cu thé thudc dang mé&, gel.
14 de Vall, Barcelona, 08185, § g Catalonia - Spain
Spain ey N
o~ o
4 |Pot 4 |Haupt Pharma Bethelner Landstrasse 18 |*Thudc v6 trung: EUGMP [DE_NI_02_ Co quan thdm quyén  |Diéu chinh tén nha san xuit ti
STT 3 |Wulfing GmbH Gronau/Leine, + Thudc SX v6 trung: dung dich thé tich I&n; dung dich thé GMP_2018_| . o |puc "Bethelner Landstrass 18
Niedersachsen, 31028 tich nhé; 0022 § § Gronau/Leine, Niedersachsen, 31028
Germany + Thudc tiét trung cudi: Dung dich thé tich I16n; dung dich thé = S Germany" thanh "Bethelner
tich nhé; g 3 Landstrasse 18 Gronau/Leine,
- o~ Niedersachsen, 31028 Germany" theo
Gidy chirng nhan

Danh sach co s& duoc Didu chinh
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PHU LUC 3: DANH SACH HO SO’ PE NGHI CONG BO GMP CUA CO' SO SAN XUAT NU'O’'C NGOAI CAN BO SUNG GIAI TRINH

bot5
( Theo cong van s6 19500 /QLD-CL ngay 18/11/2019 cta Cuc Quan ly Dworc)

TEN CO’ SO’ SAN . GIAY CH. | NGAY p DN DE NGHI - S AN
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BG NOI DUNG CAN BO SUNG GIAI TRINH
1 [Nobilus Ent, ul. Zegrzynska 22A, 05-110|IWPS.405.2. ®©  |Main Pharmaceutical Cong ty CP Yé&u ciu cung cap Bdo cdo thanh tra dwoc dich cdng chirng va kém ban sao cla ban
Tomasz Kozluk Jablonna, Poland 2018.ER.1 8 Inspectorate, Poland thudcung thu |gbc.
WTC/0167_ E Benovas
01_01/251 =)
2 |Beijing yiling No. 17 Tianfu Street, BJ20180356 Beijing Food and Drug  |Shijiazhang Yéu ciu bé sung:
Pharmaceutical Beijing Bio - engineering & Administration Yiling + SMF cé day du cac phu luc (bdn cirng hodc ban mém) duocin rd rang (Danh muc
Co., Ltd. Pharmaceutical Industrial Pharmaceutical |cac nha san xuat va co s& kiém nghiém theo hop déng, So d6 t6 chirc, Cac ban v& khu
Park, Beijing, China g Co. Ltd., vire sdn xuat bao gém chénh ap, cdp sach, dwong di cia nguyén liéu va duong di cia
g nhan vién, Ban mo ta téng quat qua trinh san xuat cla mdi dang bao ché&, Ban vé mo
g ta hé théng xr ly nwdc, Danh muc cac thiét bj san xuat va kiém nghiém chinh).
™ + B&o cdo thanh tra GMP cla co quan quan ly Dwoc cé bao gdm pham vi dang ky;
3 |Ligvor CISC 0089, Yerevan, AM/H/2019/ Ministry of Health of the |Ligvor CJSC Yéu cau b8 sung:
Str.Kochinyan, 7/9, 01/05 Republic of Armenia - Bang chirng chirng minh quy dinh GMP ap dung tvong dwong GMP WHO, EU hoac
Republic of Armenia g PIC/S;
Q - Ban dich céng chirng tai liéu GMP ap dung cla Armenia;
g - Bdo cdo thanh tra clia Co quan quan ly Duoc tuwong rng v&di GCN GMP d3 nop;
S - B4o cdo danh gia chat lwgng cla san phadm vé trung dang dang ky.
4 |Axa Parenterals |Plot No.936,937&939, Vill-{17P/1/98/20 Co quan quan Iy An Do, [Axa Parenterals |Yéu ciu b sung Bo cdo thanh tra dwoc dich céng ching.
Ltd Kishanpur, Jamalpur, 06/6818 Uttrakhand Ltd
Roorkee — 247667 Distt.
Haridwar, Uttarakhand,
India
5 [Pharmex Group, [100, Shevchenka Street, [032/2015/S " State Administration of [Céng ty CP dugc |Yéu ciu bé sung:
LLC Boryspil, Kyiv region, AUMP/GMP 2 |Ukraine on Medicinal Pai Nam - B6 sung bdo cdo thanh tra gan nhat cla co quan quan ly duwgc nwdc sé tai cap.
Ukraine, 08300 % Products - Ban mo6 ta t6ng quat quy trinh san xuat cha céc dang bao ché trong SMF.
L
3
Danh sach co s&@ phai Giai trinh Trang1/6 Pot5



TEN CO’ SO’ SAN - GIAY CH. | NGAY - DN DE NGHI R S o
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
6 |Naprod Life Plot No. G-17/1, MIDC, NEW-WHO- o |FDA Maharashtra, India |Naprod Life B4o cdo thanh tra khéng c6 sb trang, téng s6 trang, khdng c6 dau gidp lai hodc bién
Sciences Pvt. Ltd |Tarapur, Boisar, Thane GMP/CERT/ § Sciences Pvt. Ltd |phap tuong duwong dé xac dinh tinh toan ven cua tai liéu.
401506, Maharashtra KD/80691/2 ) P& nghi b6 sung bao cao thanh tra day du, xac thuc.
o
State, India. 019/11/275 F
30 ©
7 |CADILA Sarkhej-Bavla N.H.N° : 8-A,|2019/HPF/P o French National Agency |Cadila Yéu cau b8 sung Bao cdo thanh tra do co quan quan ly dugc nwédc sé tai cap (dich
HEALTHCARE Ltd [Moraiya, Tal: Sanand, T/004 8 for Medicine and Health |Healthcare céng chirng néu khéng phai tiéng Anh).
AHMEDABAD, 382-210, S Products Safety (ANSM) |Limited
. S~
India ]
8 |ABIOGEN VIA MEUCCI, 36 (LOC. IT/213/H/20 Italian Medicines Agency [Congty TNHH  |1. B&i véi thudc ban ran chira hormon sinh duc: Yéu ciu b8 sung Bao cdo tham dinh
PHARMA S.P.A. OSPEDALETTO) - 56121 18 ®  [(AIFA) DP Lién Hop vé sinh sau chién djch san xuat thuéc hormon sinh duc.
PISA (Pl), Italy 8 2. D6i véi cac dang bao ché con lai, yéu cau b8 sung:
g - Céc phu luc clia H6 so t8ng thé& (SMF) dugc in rd rang (ban cirng hodc ban mém);
N - Ban md ta tdng quat quéd trinh sdn xuat cla moi dang bao ché.
9 [CATALENT 2725 SCHERER DRIVE, ST |UK GMP ~ |Medicines and Astellas Pharma |Y&u cau b6 sung cac phu luc 7, 8, 9 ciia SMF (ban cirng hodc ban mém) dugcin rd
PHARMA PETERSBURG, 33716- 20656 Insp § Healthcare Products Singapore Pte. |rang dé hoan thién ho so.
SOLUTIONS LLC 1016, United States GMP = |Regulatory Agency Ltd.
o
33168/4600 S |(MHRA), United
35-0005 ™ |Kingdom
10 |Aspiro Pharma Sy. No. 321, Biotech Park, |L.Dis.N0.883 Drug Control Hetero Labs Ltd. |D& nghj b8 sung:
Limited Phase-lll, Karkapatla 4/E1/2018 . Administration, - Gidy chirng nhan GMP xac nhan dap i‘ng WHO GMP, duoc chirng thyc theo quy
Village, Markook Mandal, § Government of dinh;
Siddipet District - 502281, ~  |Telangana, India - Bdo cdo thanh tra dot gn nhat tuwong &ng véi Gidy GMP;
o N . o > , o 2 N
Telangana State, India 5 - Cac phu luc clia HO so tong thé (SMF) duoc in rd rang (ban clirng hodc ban mém).
11 |Evertogen Life Plot No. $-8,5-9,5-13/P  [L.Dis.N0.470| r~ [Drugs Control Congty TNHH  [1. Y&u cdu b6 sung SMF ban day dd cla co s& san xuat bao gdbm ca théng tin lién
Science Limited and S-14/P, Green 8/E(K)/TS/20 8 Administration - MTV An Phét quan dén Block II;
Industrial Park, Polepally |17 8 [Government of 2. Tra clru EUDRA, cén ct bao cdo thanh tra ngay 03-08/09/2018 ctia MHRA (Anh), co
village, Jadcherla Mandal, ﬁ Telangana s& khoéng dap rng GMP do cé 16i nghiém trong. Y&u cau cung cap Bo cdo thanh tra
Mahaboobnagar District, LDis.No.105 ~ ngay 03-08/09/2018 ciia MHRA va bdo cdo CAPA tuong (ng.
- .Dis.No. ~
Telangana-509301, India 88/E(K)/TS/2 8
016 §
N~
o
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12 |Private Joint Stock |13 Boryspilska street, Kyiv, |042/2016/S State Service of Ukraine |Céngty TNHH |1.Ban sao cdng chirng clia Gidy chirng nhan GMP khdng chinh xac, thiéu trang. H6 so
Company 02093, Ukraine AUMP/GMP on Medicines and Drugs [Seamed Ptk. tdng thé thi€u nhiéu phu luc. Bdo cdo thanh tra khéng phu hop véi Gidy chirng nhan
"Pharmaceutical Control (SMDC) GMP.
firm "Darnitsa" g 2. Yéu cau bé sung:
(Prisc % - Ban sao Gidy chirng nhan GMP day du, con hiéu lyc dugc chirng thuwe theo quy
"Pharmaceutical Q dinh.
firm "Darnitsa") S - Cac phu luc cila SMF duoc in rd rang (ban cirng hodc ban mém).
- Bdo cdo thanh tra GMP tuong (tng véi Gidy chirng nhan GMP duwoc dich céng
chirng, chirng thyc theo quy dinh.
13 |AKRITI Plot No. D-10 & D-11 NEW-WHO- FDA Maharashtra, India |VPDD Pai vdi thudc vé trung dang bao ché bét pha tiém: Yéu ciu bé sung bdo cdo ra soat
PHARMACEUTICA [MIDC Jejuri -Nira Road, GMP/CERT/ ® Multilateral chat lugng san pham thudc tiém bot Cephalosporin véi s6 16 d théng ké (tai liéu d3
LS PVT.LTD Jejuri,Taluka Purandar, PD/72622/2 8 Trading Pte, Ltd [nép chicé 02 18).
Dist-Pune 412303 018/11/256 | o tai Tp HCM
Maharashtra State, India |12 3
14 |[Orion Pharma Ltd |153- 154, Tejgaon DA/6- Drug Administration Congty TNHH  [Xét yéu cau dang ky |a thudc bot pha hdn dich udng chira Cephalosporin, yéu cau b
Industrial Area, Dhaka- 61/02/6694 Bangladesh DP va thi€tbiy |sung:
1208, Bangladesh ® té Phuong Lé - Bdo cdo thanh tra GMP tuwong (rng Gidy chirng nhan d3 cap (duoc dich cong chirng
8 néu khdng phai tiéng Anh) duoc chirng thue theo quy dinh.
5 - Danh muc kiém tra GMP trong 05 ndm gan day.
< - Cac phu luc clia SMF (ban cirng hodc ban mém) duoc in ré rang: Layout téng thé
nha may, Layout phan vling cap sach cla tirng phan xuwdng, chénh dp cac phong san
xudt cha xwdng san xuat, Layout kho bdo quan.
15 |Macleods Khasra No.21, 22, 66, 27/WHO- Government of Sikkim Macleods Pai v&i pham vi thubc vo trung, yéu cau bd sung:
Pharmaceuticals [67&68 Aho-Yangtam, GMP/DC/SK o |Department of Health Pharmaceuticals |- B4o cdo ra soat chat lwgng sdn pham;
LTD Namchepung, P.O. M § Care, Human Service& |LTD - Céc Layout nha xuéng duoc in rd rang (ban cirng hodc bdn mém) thé hién r& dudng
Ranipool, East -Sikkim - o |Family Welfare (Drug di nhan vién, nguyén vat liéu, chénh ap, cap sach.
737135, India % and Cosmetics Cell
~ Tadong-Gangtok
16 |Pharmaceutical 22, Shevchenko Str., 015/2017/G State Service of Ukraine [Céng ty CP dugc |1. Yéu ciu b sung:
Company Kharkiv, 61013, Khakiv MP ~ |on Medicines Pai Nam - Bdo céo thanh tra dwoc dich céng chirng, twong rng vdi Gidy chirng nhan GMP.
"Zdorovye" Region, Ukraine § - SMF cla nha mdy kém theo day dd phu luc duwgc in rd rang (ban cirng hodc ban
o mém).
% 2. D&i véi pham vi thudc vo trung: Yéu ciu b sung Bdo cdo ra soat chat lugng san

pham.
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17 [Macarthys Bampton Road, Harold UK MIA Medicines and Céng ty CP duoc [Yéu cau b sung SMF day d0 cac phu luc (ban cirng hodc ban mém) duwocin rd rang:
laboratories Hill, Romford, RM3 8UG- (1883 Insp Healthcare Products pham Duy Tan |- Danh muc cdc nha san xuat va co s& kiém nghiém theo hop déng;
Limited T/A United Kingdom GMP/GDP « |Regulatory Agency -So d6 té chirc;
Martindale 1883/2700- § - C4c ban vé khu virc san xuat bao gdbm chénh ap, cap sach, dudng di cia nguyén liéu
Pharma. 0046 P~y va duong di cda nhan vién;
(* Céch ghi khac: % - Badn md ta tdng quét qud trinh san xuat ctia moi dang bao ché;
Macarthys e - Danh muc cac thiét bj san xuat va kiém nghiém chinh.
laboratories
Limited)
18 |[Giyaan Pharma Plot No.6, IDA, Renigunta, |L.Dis.No Government of Andhra [Giyaan Pharma |Y&u ciu bé sung:
Pvt Ltd Tirupati, Andhra Pradesh, [2892/DCA/A Pradesh — Drugs Control |Pvt Ltd - Bdo cdo thanh tra duoc dich cong chirng, chirng thuc theo quy dinh.
India P/2017 Administration - Hé thong quan ly chat lugng chua trtinh bay theo hudng dan ctia WHO, chua ré
~ viéc phan cong trach nhiém, thyc hién gidm sét cda hé thdng chat lugng, chua dé
§ cip dén quan ly rdi ro, chua c6 ndi dung quan ly nha cung cap va hoat déng theo hop
o dong.
o ¢ ° 2 .
o - Layout phan vung cap sach, layout thé hién chénh ap gilra cac khu vyc san xuat
o~ duogcin rd rang (ban cing hodc bdn mém);
- So d6 phan viung AHU cho khu vue san xuat dugc in rd rang (ban cliing hodc ban
mém).
- Théng tin viéc x{& ly khi thai khang sinh Penicillin.
19 [Themis Medicare |[Sector 6A, Plot No.16, 17 [17P/1/15/20| o |Drugs Licensing & APC Yéu cau bé sung:
Ltd. & 18, IIE, Sidcul, Ranipur, (06 8 Controlling Authority Pharmaceutical |- Bao cdo thanh tra duwgc chirng thuc theo quy dinh.
Haridwar, Uttarakhand, S |(Uttarakhand) & Chemical - Ban vé& khu vire san xuét thé hién cip sach, chénh ap (ban cirng hodc ban mém).
India @ Limited
20 |Aspen Notre 1 rue de L' Abbaye, Notre [2019/HPF/F @ French national Agency |Aspen Yéu cau b8 sung:
Dame De Dame De Bondeville, R/173 8 for Medicines and Health|Pharmacare - Cac so do, ban v& duoc in rd rang (ban cirng hodc ban mém).
Bondeville 76960, France 8 [Products Safety Australia Pty Ltd |- Tai liéu 1am rd vé viéc cac thuéc dugce sdn xuat theo chién dich.
S~
<
21 |Cisen 1. Tongji Tech Industrial  [SD20170626 Shandong Food and Cong ty TNHH  |Yéu cau bé sung:
Pharmaceutical garden, Jining High & New Drug Administration dwoc pham - B4o cdo thanh tra GMP (tuong (tng gidy GMP) dot gan nhat duoc dich cdng chirng,
Co., Ltd Technology Industries Chau A - Thai chirng thye theo quy dinh.
Development Zone, ~ Binh Dwong - Cac phu luc, layout kém theo SMF dwoc in r& rang (ban cirng hodc ban mém) bao
P.R.China. § gdm: Khu vire sdn xuit, phan vung cap sach, chénh ap, dudng di (cé d0 théng tin vé
2. Hai Chuan road, Jining pury phong san xuat); Ban v& so d6 nguyén tic hé thong x( Iy khéng khi; ban vé so d6 kho
i
High & New Technology ~ bdo quan.
Industries Development o - Danh muc thiét bj kiém nghiém.
Zone, P.R.China. - Ban mo ta téng quat qua trinh sdn xuat cla cac dang bao ché.
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22 |CJ HealthCare 239, Osongsaengmyeong [2019-G1- Deajeon Regional Food |CJ HealthCare [Yéu ciu b8 sung:
2-ro, Osong-eup, 0917 o |and Drug Safety, Korea |Corporation - Cac ban v, so d6 duoc in rd rang (ban cirng hodc ban mém): So d6 cac phong san
Heungdeok-gu, Cheongju- § xudt, phan vling cap sach, chénh ap, dwong di...; so d6 Hé thdng nudc;
si, Chungcheongbuk-do, » - Bdo cdo thanh tra GMP dot gan nhat (tuwong (ng gidy GMP) duoc dich cdng chirng,
o
Republic of Korea > chirng thye theo quy dinh.
i
23 |TTY Biopharm No.5, Gongjian W.Rd., 1072000219 © Ministry of Health and  |American 1. bdo cdo thanh tra chi c6 pham vi thudc khéng vo trung.
Company Limited |Qidu district, Keelung, 34-001 8 Welfare, Republic of Taiwan 2. Yéu cau bé sung cac layout, ban v& dugc in rd rang (ban ctng hodc bdn mém), cé
Lioudu Factory Taiwan, R.0.C (3181) X [China (Taiwan) Biopharm Co., |day dd céc chd thich béng tiéng Anh.
S~
A Ltd
24 (Special Product's [Via Fratta Rotonda Vado |IT/9/H/2019 o [|talian Medicines Agency |Cong ty c6 phan [1. Chirng nhan tai co s& nay cé sdn xuat thudc déc t& bao, kim té& bao. Cac khu vuc
Line S.P.A Largo, 1, 03012 Anagni § (AIFA) dwoc phdm san xuat khdng thay riéng cho déc té€ bao, dé nghi giai trinh.
(FR) Italy = Pharbaco 2. Yéu ciu bé sung:
o ¢ 2 . v 2 N
~ - Cac phu luc SMF cé Tiéng Anh, dugc in r6 rang (ban clrng hodc ban mém);
~ - Gidy phép san xuat clia co quan sé tai cap.
25 [Nichi-lko 183-5 Yasuda, 273 % |Ministry of Health, Céng ty CPDP Ha[Yéu cau b6 sung hd so ddnh gid cla Plant 1 ( co s& san xuat theo ho so dang ky luvu
Pharmaceutical Namerikawa-shi, Toyama, 8 Labour and Welfare noi hanh tai Viét Nam). GMP dugc cip cla Nhat cho dong géi va san xuit déu & Plant 2.
Co., Ltd. Toyama |Japan S |(MHLW), Japan
S~
Plant 2 ™~
26 |Nichi-lko 1212, Aza-teramae, Gejo- |244 o [|Ministry of Health, Cong ty CPDP Ha (1. Gidy chirng nhan khéng cé thong tin vé thoi gian kiém tra, han hiéu lyc. Yéu cau bé
Pharmaceutical cho, Kasugai-shi, Aichi § Labour and Welfare noi sung ban Notification vé k&t qua thanh tra.
Co., Ltd. Aichi Prefecture, Japan g (MHLW), Japan 2. Y&u ciu b sung toan bd cac quy trinh vé sinh, thdm dinh vé sinh sau khi san xuat
Plant > theo chién dich cac thudc doc té bao (Ciplatin, Carboplastin) trudc khi san xuat san
© pham khac.
27 (Schering - Plough [Industriepark 30, Heist-op-|BE/GMP/20 o |Federal Agency for VPBD Merk Pa&i véi pham vi thudc vo trung, yéu cau bd sung HO so tdng thé (Site Master File) c6
Labo NV (N.V) den-Berg, 2220, Belgium [18/125 § Medicines and Health  |Shap & Dohme |d3y dd cac layout, ban vé dugc in ré rang (ban cirng hodc ban mém): so d6 cap sach,
g Products (FAMHP), (Asia) Ltd chénh ap, duwong di cla nhan vién, nguyén liéu, ban thanh pham, thanh pham, hé
E Belgium théng x{r ly va phan phéi nudc pha tiém, nuwdc tinh khiét cla céc day chuyén vo
trung.
28 [Merk Shap & Shotton Lane, UK-MIA 25 « |Medicines and VPDD Merk Yéu ciu b sung cac phu luc cha Hb so tdng thé (Site Master File) dwoc in rd rang
Dohme Limited Cramlington, NE23 3JU, Insp § Healthcare Products Shap & Dohme [(ban citng hodc ban mém).
United Kingdom GMP/IMP N |Regulatory Agency (Asia) Ltd
i
25/4061- S [(MHRA), United
0028 ©  |Kingdom
29 [Co sé san xuat: 2100 Syntex Court, 71151 o |Health Products and Eisai (Thailand) |Yé&u cau b6 sung dé hoan thién ho so: So d6/bang liét ké cac khu vuc hodc phong
Patheon Inc Mississauga, Ontario, 8 Food Branch Marketing Co., |dugc "to be qualified", cac phong/khu vuc khéng dwgce "qualified" kém theo tén day
Canada, L5N 7K9 S [Inspectorate (HPFBI), Ltd dd; cdc phong st dung trong san xuat Lenvima.
E Canada
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Co s& déng goi: 1 Kawashimatakehaya- 1786; 1784 @ |Ministry of Health, Eisai (Thailand)
Eisai Co., Ltd machi, Kakamigahara-shi, 8 Labour and Welfare Marketing Co.,
Kawashima Plant |Gifu-ken, Japan 5 [(MHLW), Japan Ltd
)
30 |Zota Healthcare |Plot No 169, Surat Special |1709325 Food & Drugs Control Zota Healthcare |Yéu cau b6 sung:
Ltd Economic Zone, Near ™ |Administration Gujarat |Limited - B4o cdo thanh tra GMP tuong (ng véi Gidy chirng nhan GMP, duoc dich cong
Sachin Railway Station, 8 State, India chirng (néu khéng phai tiéng Anh) va chirng thuc theo quy dinh.
Sachin, city: Surat, Dist: 3 - So d6 nha xudng dwoc in rd rang (ban cirng hodc ban mém) thé hién tirng khu vyc
Surat, Gujarat State, India S san xuat.
31 |World Medicine |15 Temmuz Mah. Cami TR/GMP/20 w |Turkish Ministry of Cong ty c6 phan [Yéu cau bb sung:
Ilac San. Ve Tic. Yolu Cad. No:50 Gunesli  [18/110 § Health dwoc phdm - Bdo cdo thanh tra GMP tuwong (rng v&i Gidy chirng nhan GMP, duoc dich cong
AS. Bagcilar/Istanbul Turkey ) Minh Ky chirng (néu khdng phai tiéng Anh) va chirng thuc theo quy dinh.
(= 5 L a s » , " > w RLiA s oan
> - Layout nha xwdng dugc in rd rang (ban cirng hodc ban mém) thé hién ro tirng khu
- vire san xuat, phan vung cap sach.
32 |WhanIn Pharm. |50 Gongdan-ro, Anseong- |2018-D1- w |Gyeongin Regional Food [Pharmaunity Yéu cau b8 sung:
Co. Ltd si, Gyeonggi-do, Korea 2469 § & Drug Administration  [Co.Ltd - Bdo cdo thanh tra GMP twong (rng v&i Gidy chirng nhan GMP, duoc dich cong
S chirng (néu khdng phai tiéng Anh) va chirng thuc theo quy dinh.
—i \
= - Cac phu luc cda Site Master File duwoc in rd rang (ban cirng hodc ban mém).
o
33 |PIERRE FABRE Aquitaine Pharm 2018/HPF/F © French National Agency |Baxter Yéu cau b8 sung céc layout dwgc in rd rang thé hién tirng khu vue sdn xuat (ban cirng
MEDICAMENT International 1, Avenue du|R/186 8 for Medicine and Health |Healthcare hodc ban mém).
PRODUCTION Béarn, IDRON, 64320, X [Products Safety (ANSM) |(Asia) Pte Ltd
France E
34 (Siegfried Hameln [Langes Feld 13, 31789 DE_NI_02 G|  [Coquanthdm quyén VPDD Merck D3&i v&i pham vi san xuat thudc sinh hoc (vac xin virut, vi khuan bat hoat), yéu cau bd
GmbH Hameln, Germany MP_2018_0 § Plrc Sharp& Dohme |[sung thdng tin vé viéc san xuat ban thanh phdm nay tir chiing gdc.
013 g (Asia) Ltd tai Viét
S Nam
i
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