BOYTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUQC Pac 1ap - Tw do - Hanh phtc
/QLD-CL Ha Noi, ngayyq thang 22 nam 2019
V/v cbéng b6 co s& san xuét thudc dat

tiéu chuan PIC/S-GMP va EU-GMP
(HO so giai trinh dat yéu cau)

Kinh gui: S& Y té cac tinh, thanh phé truc thudc Trung vong

Thuc hién quy dinh tai khodn 2 Diéu 48 Théng tv 15/2019/TT-BYT ngay
11/07/2019 clia B0 Y té quy dinh viéc dau thau thudc tai cac co s& y té cong lap vé
viéc duy tri danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP,
Cuc Quan ly Duwgc da tién hanh thdm dinh cac hd so giai trinh co s& san xuét
thudc dat tiéu chuan PIC/S-GMP, EU-GMP.

Cuc Quan ly Duoc théng bao:

1. Cong b6 Danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP va
EU-GMP (HO so giai trinh dat yéu cau).

2. Diéu chinh ndi dung sau khi thdm dinh ho so bd sung cuia cong ty:

- Céng ty FAREVA AMBOISE (céng b6 Bot 57 STT 21): Biéu chinh pham
vi chitng nhan thanh "Thu6c khéng vo trung: vién nén (bao gdm ca chat c6 hoat
tinh hormon)".

- Cong ty Wasserburger Arzneimittelwerk GmbH (céng b6 Dot 68 STT 63):
Diéu chinh pham vi ch*rng nhan thanh "* San pham: Thudc bdt dong khé pha
dung dich tiém va 6ng dung m6i Zomacton 4mg (Somatropin 4mg)"; diéu chinh
ngay hét han thanh ngay 13/04/2020.

- Cong ty Astellas Pharma tech Co., Ltd (Toyama Technology Center)
(cong bd Bot 66 STT 97): Diéu chinh pham vi chitng nhan thanh "San pham:
Thudéc m& Protopic (Tacrolimus du¢i dang Tacrolimus monohydrate 3mg va
IOmg)".

- Cong ty Famar Orleans (cong b6 Dot 68 STT 74): Biéu chinh pham vi
chi*rng nhan, sd gidy chirng nhan, ngay cap ngay hét han, bd sung pham vi chirng
nhan “vién nén sui’,

- Cbng ty Contract manufacturing & Packgaking Services Pty Ltd (cong bo
Bot 68 STT 23): Biéu chinh dia chi co s& s&n xuat thanh "20-24".

- Cong ty Hetero Labs Limited (cong bé Dot 68 STT 41): B6 sung pham vi
chirng nhan “vién nén bao phim”.

- Cong ty AstraZeneca AB (cong bd Dot 64 STT 29): Biéu chinh dia ch.
chung cho cac nha may clia co s& san xuat.

- Cong ty Sichuan Kelun Pharmaceutical Co. Ltd. (céng bd Dot 68 STT 51,
52): Biéu chinh ngay cdp va ngay hét han Gidy chirng nhan.

- Cong ty LEO Laboratories Ltd (céng b6 Dot 68 STT 119): Biéu chinh tén
nha may thanh "LEO Laboratories Ltd", va dia chi thanh "285 Cashel Road,
Crumlin, Dublin 12, D12 E923, Ireland".

- Céng ty Eletero Labs Limited, Unit Il (cong bd Dot 65 STT 51): Diéu



chinh dia chi thanh "22-110 Industrial Development Area, Jeedimetla, Hyderabad,
lelangana, India", diéu chinh pham vi cong bd "vién nang" thanh "vién nang
cirng'™.

- Cong ty Solupharm Pharmazeutische Erzeugnisse GmbH (céng b6 Dot 60
STT 110): Biéu chinh dia chi nha san xuéat thanh "Industriestrasse".

- Cong ty Przedsiebiorstwo Farmaceutyczne Jelfa SA (Pharmaceutical
Works Jelfa S.A.) (céng bé Dot 68 STT 5): Bd sung pham vi chirng nhan "dang
thuéc m& dung ngoai”.

- Cong ty BSP Pharmaceutical S.p.A (cong bd Dot 68 STT 122): Biéu chinh
tén co s& sdn xuat thanh BSC Pharmaceutical S.p.A.

- Cong ty Dr. Reddy’s Laboratories Ltd. -FTO 7 (cong b6 Dot 66 STT 83):
Piéu chinh dia chi thanh " VSEZ".

- Cong ty Stada-VN Joint Venture Co. Ltd., Binh Duong Branch (cong b6
Dot 66 STT 8 Dot 67 STT 24, 28): Bo sung “Tén moi: Stellapharm J.V. Co., Ltd -
Branch 1”.

Danh sach cap nhat co s& san xuat thudc dat tiéu chuan PIC/S-GMP va Eu-
GMP (I ong hop) dugc dang tai trén trang théng tin dién tw cira Cuc Quan ly Duoc
- Dia chi: http:// dav.gov.vn - Muc Théng tin dau thau thudc.

Cuc Quan ly Duoc céng bd Danh sach co so san xuat thudc dat tiéu chuan
PIC/S-GMP, EU/-GMP theo dinh dang Excel va PDF dé cac co s& xét thau thuan
lgi trong tra cru. Trong dé, danh sach duw¢i dang PDF dwoc coi la can cuw dé xem
xét cudi cung.

3. Trong truong hop co s& san xuat cé tén dong thoi trong “Danh sach co s&
san xuat thu6c dat tiéu chuan PIC/S-GMP, EU-GMP”’; va “Danh sach ho so dé
nghi cong b co s& san xuéat thudc dat tiéu chuan PIC/S-GMP, EU-GMP khong dat
yéu cau”, “Danh sach h<) so dé nghi cong b6 co s san xuat thudc dat tiéu chuan
P1C/S-GMP, EU-GMP phai b0 sung giai trinh” thi co s& san xuat dap (ng cac yéu
cau dat tiéu chuan PIC/S-GMP, EU-GMP véi pham vi chitng nhan duoc cong bo
tai Danh sach cap nhat co s& san xuét thu6c dat tiéu chudn PIC/S-GMP va EU-
GMP.

S& Y té cac tinh thanh pho trwc thudc Trung wong chiu trach nhiém théng
bao théng tin trén v&i cac co s& y té trén dia ban dé cac co s& thuc hién cdng tac
dau thau thuéc theo dung quy dinh.

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

Noi nhan: KT. CUC TRUONG

- Nhuw trén; .
- Cuc trvong Vi Tudn Cudng (dé b/c); PHO CUC TRUONG

- Cuc Quéan Y - B6 qudc phong;

- Cuc Y té - Bd Cong an;

- Cuc Y té - B0 Giao thdng van tai;
- CA&c bénh vién truwc thudc B0 Y t€;
- Website Cuc Quan ly Duoc;

- Lwu: VT, CL.


http://_dav.gov.vn

DANH SACH CO' SO SAN XUAT THUOC PAT TIEU CHUAN PIC/S - GMP VA EU - GMP

(H6 so gidi trinh dat yéu céu)
( Danh sach dinh kém cong van s6 19527 /QLD-CL ngay 19/11/2019 ctia Cuc Quan ly Dworc)

TEN CO' SO SAN : . A NGUYEN | GIAY cH. | NGAy | N0AY . NHOM
STT XUAT DIA CHI PHAM VI CHU'NG NHAN TAC GMP NHAN CAP HET CO’ QUAN CAP THUOC
HAN 1 2
1 [TTY Biopharm 838, Chung Hwa Rd., Sec. [* Thudc khéng vé trung: Dang bao ché ban ran. PIC/S-GMP |5621 o — |Taiwan Food 2
Company Limited (1, Chungli Dist., Taoyuan |* Thu8c chira chat ddc t& bao: thudc tiém (dung dich thé tich § § and Drug Administration
Chungli Factory City, 32069, Taiwan nhd san xuat vo trung va tiét triing cudi; Liposome dé tiém = o |(TFDA)
(dung dich thé tich nhd san xuat vé trung); vién nang. E g
— o
2 |[S.C.Slavia Pharm |B-dul Theodor Pallady nr. |* Thu&c khéng vé trung: vién nang cirng; vién nén bao phim; EU-GMP |039/2019/R o) ~ |National Agency for 1
S.R.L 44C, sector 3, cod 032266, |thudc cdm, thudc bot; dang bao ché ban ran (kem, m&, gel; 0 § § Medicines and Medical
Bucuresti, Romania bao gdbm ca thudc chira hormon corticosteroid); vién nén. § g Devices (NAMMD),
o S |Romania
o on
3 |Cadila Healthcare [Sarkhej-Bavla N.H.N°: 8-A,[* Thu&c khdng vé trung: Vién nang clng; vién nang mém; vién | EU GMP |2019/HPF/P © ~ [French National Agency 2
Ltd Moraiya, Tal : Sanand, nén; vién nén bao. T/004 § § for Medicine and Health
AHMEDABAD, 382-210, ) = |Products Safety (ANSM)
India ) )
o o~
4 |Omega 10850 Hamon Montreal, [San pham: Octreotide Acetate Omega 100mcg/ml (Octreotide | Canada- |73010 o o Health Products and 1
Laboratories Ltd |Quebec, Canada, H3M 100mcg/ml) GMP 1S Q [Food Branch
3A2 Tén tai Viét Nam: DBL Octreotide 0.1mg/ml g § Inspectorate (HPFBI),
w » |Canada
— -
5 |S.M. Farmaceutici [Zona Industriale - 85050 [* S&n phdm: Dung dich tiém truyén Moretel (Metronidazole EU GMP [IT/138/H/20 ) Italian Medicines Agency| 1
S.R.L TITO (P2), Italy 500mg/100ml) 19 g (AIFA)
(Co s& san xuat) 3 —
< o~
Deltamedica Ernst-Wagner-Weg 1-5, EUGMP |DE_BW_01_| o g Co quan thdm quyén
GmbH 72766 Reutlingen, GMP_2019_ 8 % |puc (Baden-
(Co s& xuat Germany 0006 a Wiirttemberg)
xuong) E
6 |GlaxoSmithKline |Rue de I'Institut 89, * Thuéc vé trung: EU GMP |BE/GMP/20 Federal Agency for 1
Biologicals SA Rixensart, 1330, Belgium [+ Thudc sdn xuat vd trung: dung dich thé tich I&n; dung dich 18/145 S < |Medicines and Health
thé tich nho. 8 8 Products (FAMHP),
+ Thudc tiét trung cudi: dung dich thé tich lén. 5 E Belgium
* Thudc sinh hoc: thuSc mién dich; thudc céng nghé sinh hoc. S by
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7 |Celogen Generics [Plot No. 646/1&2, * ThuSc khong v trung: vién nang clirng; vién nén. EU GMP |MT/034HM/ ~ o |Medicines Authority of 2
Private Ltd Agrawal Industrial Estate, 2017 § § Malta (MAM)
Somnath Road, Dabhel, ~ =
— —
Daman (UT) 396 210, g §
India

8 |Glaxo Wellcome |ZI de la Peyenniére, 53100 |* Thudc khéng vé trung chira khang sinh Penicillin: Vién nang EU-GMP |2018/HPF/F 0 — |National Agency for the 1
Production Mayenne, France ctrng; thudc bot pha hdn dich; vién nén; vién nén bao phim. R/263 § § Safety of Medicine and

~ § Health Products (ANSM),
—

o S |France

o —

9 |Republican 30, Fabritsius Str., Minsk, [* ThuSc vé trung EU-GMP [030/2019/R National Agency for 2
unitary enterprise 220007, Republic of - Thudc san xuét vo trung: Thudc ddng khé (thudc doc té 0 Medicines and medical
"Belmedpreparaty [Belarus bao/kim t& bao); Dung dich thé tich nho o ~ |Devices from Romania
" cdch ghi khdc: 220007 § §
- workshop 2 Minsk, 30, Fabritsius PN g

i S . o o
Tén viét tat: Street. Republic of Belarus > ~
-
Belmedpreparaty °
RUE

10 |Hikma Estrada do Rio da M@, n.2 |* Thudc v6 trung: EU-GMP [F006/S1/MH National Authority of 1
Farmacéutica 8,8-Ae8-B-Fervenca, [+ Thudc san xuat vo trung: dung dich thé tich |&n; thudc d6ng /001/2018 * < [Medicines and Health
(Portugal), S.A. Terrugem SNT, 2705-906, |khd; dung dich thé tich nhd; thudc bdt (cephalosporin), hon 8 8 Products, I.P, Portugal

Portugal dich. 3 3
v 7 2 2 e~ =
+ Thudc tiét trung cudi: dung dich thé tich Ién; dung dich thé 3 S
tich nhd, hon dich
11 |Dongbang Future |78 Jeyakgongdan 4-gil, * \/ién nang cirng, vién nang mém PIC/S GMP (2019-D1- a — |Gyeongin Regional 2
. pm N .
Tech & Life Co., Hyangnam-eup, 2022 8 8 Office of Food and Drug
Ltd Hwaseong-si, Gyeonggi- ® = Safety, Korea
do, Korea ) N
N (]
12 |Adamed Pharma |ul Marszalka, Jézefa *Thuéc khdng vé trung: EU-GMP [IWPS.405.7. . o |Main Pharmaceutical 1
S.A. Pilsudskiego 5, 95-200 - Vién nang cirng (bao gdm ca thudc ddc t& bao) 2019.KKW.1 § § Inspectorate (MPI),
Pabianice, Poland - Thuéc udng dang 1dng; thuéc dung ngoai dang 1dng WTC/0039_ g ~  |Poland
¢ i
- Thudc bét; 01_01/14 S >
- Vién nén (bao gdbm ca thudc chira hormon va steroid o e
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STT XUAT DIA CHI PHAM VI CHU'NG NHAN TAC GMP NHAN CAP HET CO’ QUAN CAP
: HAN 1 2
13 |IDT Biologika Am Pharmapark, 06861 * S3n pham: Binocrit (Epoetin alfa, nbng do: 1000 1U/0,5ml; EUGMP [DE_ST_01_G| Co quan thdm quyén 1
GmbH Dessau-Roblau, Germany |2000 IU/ml; 4000 1U/0,4ml; 10000 IU/1ml. MP_2018 0 8 Durc (Sachsen-Anhalt)
(Co sé san xuat) 031 S N
= o
& | &
Sandoz GmbH Biochemiestrabe (hoac EU-GMP (481922- x § Austrian Federal Office
o s& xuét iochemiestrasse) 10, - ~ S or Safety in Health Care
(Co s& xu§ Bioch ) 10 0108-001 8 & |for saf Health C
xudng) Kundl, 6250, Austria O
>
N
14 |Tén cii: Stada - VN | 40 Tu Do Avenue, San pham dugc xét nhédm thau 1 (lvu hanh tai Dc): EU-GMP |[DE_HE_01_ Co quan thdm quyén 1
Joint Venture Co., |Vietnam - Singapore + Vién nén Amlodipine (besilat) Stada 5mg; Amlodipine GMP_2019_ buc
Ltd. Industrial Park, Thuan An, |[(besilat) Stada 10mg. Tén tai Viét Nam: Stadovas 5 Tab; 0065 S Q
Tén mai: Binh Duong Province, Viet |Stadovas 10 Tab 8 8
Stellapharm J.V. |Nam § g
Co., Ltd - Branch 1 9 S
15 [Capsugel Ploermel|Zl de Camagnon, 56800 |* S&n pham: EU-GMP [2019/HPF/F o French National Agency 1
SAS Ploermel, France + Thudc vién nang mém Utrogestan 200 mg (Progesterone R/117 § for Medicine and Health
(Co s& san xuat dang hat min 200 mg), Tén Viét Nam: Progesterone (dang hat g Products Safety (ANSM)
ban thanh pham) min) 200 mg; > o
+ Thudc vién nang mém Utrogestan 100 mg (Progesterone - §
Besins Groot Bijgaardenstraat dang hat min 100 mg), Tén Viét Nam: Progesterone (dang hat | EU-GMP |BE/GMP/20 g Federal Agency for
Manufacturing 128, Drogenbos, 1620, min) 100 mg". 19/003 9 > |Medicines and Health
Belgium SA Belgium 8 " |Product of Belgium
(Co sé& dong goi, §
kiém nghiém, xuat Q
xudng)
16 |Fresenius Kabi Svinesundsveien 80 and  [* Thuéc vé trung: EU-GMP [17/00212-3 Co quan thdm quyén Na 2
Norge AS Svinesundsveien 336, + Thuéc san xuat vo trung: Dung dich thé tich I1&n; dung dich Uy
HALDEN, NO-1788, thé tich nho. ~ o
Norway + Thuéc tiét trung cudi: Dung dich thé tich I&n; dung dich § §
thé tich nho. g g
* Thuéc khdng vo trung: E §
+ Dung dich dung ngoai da;
+ Dung dich thuéc udng;
+ Thudc udng dang gel.
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17 |[B.Braun StraBe 134212 * Thubc vo trung cé tiét trung cudi: Dung dich thé tich nhd, EU-GMP |DE-HE-01- - ~ |Coquan tham quyén 1
Melsungen AG Melsungen, Germany Dung dich thé tich I&n GMP-2019- § § blc
(Céch ghi khac: Carl - 0172 = B
— o
Braun - StraBe 1, 34212 ~ N
Melsungen, Germany) ° o
18 |B.Braun Medical, |Ctra. de Terrassa, 121 * Thubc vo trung cd tiét trung cudi: Dung dich thé tich nhd, EU-GMP [NCF/1946/0 o o [|Ministry of Health of 1
SA 08191 RUBI (Barcelona), |Dung dich thé tich I&n. 01/CAT § § Government of
Spain > o |Catalonia, Spain
e s
(o] —
o o
19 |C.B.Fleet Lynchburg, VA 24502, * S3n phadm: Dung dich thut tryc trang Monobasic sodium U.S.CGMP |9A7C-VN8P United States Food and 1
Company Inc United States of America |phosphate/Dibasic sodium phosphate, Enema (monobasic Drug Administration
Cach viét khac: 4615 sodium phosphate 19 GM/118 ML; dibasic sodium phosphate S =
Murray Place, Lynchburg, |7 GM/118 ML). 8 8
VA 24502, United States Tén thuong mai: Fleet Enema 5 §
of America p= R
20 |Octapharma Otto-Reuter-Strafe 3, Thuéc sinh hoc Octanate 50 IU/ml hép 01 lo 5 ml bdt pha dung| EU-GMP [DE_ST 01 G| oo — |Co quan thdm quyén 1
. ¢ i (]
Dessau GmbH- co |06847, Dessau-Roflau, dich tiém truyén ( kém 1 lo dung moi nudc cat pha tiém, 1 xy MP_2018 0 < g [Puc
s& déng géithr  |Germany lanh, 1 kim hai dau, 1 kim loc, 1 bd kim truyén, 2 miéng bdng 045 E §
cap tam con) ) )
(o] —
Octapharma OberlaaerstraRe 235, EU GMP |INS-480018- o Federal Office for Safety
Pharmazeutika 1100 Wien, Austria 0072-001 § in Health Care, Austria
Produktionsges.m. (21/40) R
2 2 ~, o
b.H co s& san xuat o
o
21 |Famar Italia S.P.A |Via Zambeletti, 25-20021 [* S&n ph3m: vién nén Acarbose Friulchem (Acarbose 100mg) EU-GMP |IT/93/H/201| ~ |AIFA Italian Medicine 1
o s& san xuat aranzate 0ac 25 I- o o gency
(Co s& san xuat) |B (M1) (hosc 25 | 9 : : A
20021 Baranzate di Iy e
. . o o
Bollate - Milano), Italia. > >
N —
Lamp San Via della Pace, 25/A- EU-GMP [IT/91/H/201 o ~ |AIFA Italian Medicine
Prospero S.P.A  |41030 San Prospero (MO) 9 § § Agency
(Co s& dong gdi so(hodc 25/A 1-41030 San g §
cdp vath cdp) |Prospero - Modena), S -
Italia. o e
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STT XUAT DIA CHI PHAM VI CHU'NG NHAN TAC GMP NHAN CAP HET CO QUAN CAP THUOC
HAN 1 2
22 |Rohto- No. 16 VSIP, Street No. 5, |* Thudc vo trung: dung dich thudc nhd méat (Rohto Vita 40 a, |Japan GMP|AG1100000 Ministry of Health, 2
Mentholatum Vietnam-Singapore Rohto Eyestretch, Rohto C cube m, Rohto C cube aqua, Rohto 1 Labour and Welfare
(Vietnam) Co., Ltd [Industrial Park, Binh Hoa |C cube cool, Rohto C cube cool charge a, Rohto cool 40aq, (MHLW), Japan
Ward, Thuan An Town, Rohto Vita cool 40, Rohto Alguard, Rohto Alguards, Rohto 9 S
Binh Duong Province, Alguard Soft, Rohto Alguard Mild, Rohto Zi b, Rohto Zi pro a, 8 8
Vietnam Rohto Lycee a, New V Rohto, Rohto V11, Rohto Soft One Eye g 3
Drops, Rohto Racia, Rohto Tear Free, Rohto Free One). N a
* Thuéc khdng vo trung: Thudc kem; thudc gel; thuéc mé.
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