PHU LUC 1: DANH SACH HO SO’ PE NGHI CONG BO CO’ SO SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP

KHONG PAT YEU CAU
bot71
( Theo cong van s6 1976/QLD-CL ngay 02/03/2020 cta Cuc Quan ly Dwoc)
TEN CO’ SO’ SAN . GIAY CH. | NGAY pe DN DE NGHI . - PO
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
1 |[Baxter 927 South Curry Pike, UK GMP ~ |Medicines and VPDD Pfizer Co s& va Gidy chirng nhan da céng bd Dot 53, STT 119. Khéng céng bé lai.
Pharmaceutical Bloomington, 47403 (hoac (18058 Insp § Healthcare Products (Thailand) Ltd.
Solutions LLC IN-47403), United States. (GMP = |Regulatory Agency Tai Viét Nam
18058/1036 | S |(MHRA), United
7-0012 ™ |kingdom
2 |Boehringer ¢/ Prat de la Riba, 50, NCF/1913/0 @ |Ministry of Health of Céng ty Sanofi- |Co s& va Gidy chirng nhan d3 cdng bd Dot 66, STT 90. Khéng céng bé lai
Ingelheim Espana, (08174 Sant Cugat Del 01/CAT 8 Government of Aventis
SA Valles (Barcelona), Spain 8 |Catalonia, Spain Singapore Pte.,
3 Ltd
3 |Dr. Reddy's Plot No. P1 to P9, Phase- |DE_BY_04_G Co quan thdm quyén VPBD Dr Co s& va Gidy chirng nhan da céng bd Dot 66 STT 83 va diéu chinh dia chi tai Dot 69.
Laboratories Ltd. - [IIl, VSEZ, Duvvada, MP_2019 0 o |PUc(Regierung von Reddy's Khéng céng bd lai.
FTO 7 Visakhapatnam district, 038 § Oberbayern) Laboratories Ltd
Andhra Pradesh, India- - tai Tp H6 Chi
530046, India % Minh
4 |Dr.Reddy's Survey No. 42,45 & 46, |DE_BY_04_G Co quan thdm quyén VPBHD Dr. Co s& va Gidy chirng nhan da céng bd Dot 64 STT 75. Khéng céng bé lai.
Laboratories Ltd. - [Bachupally Village, MP_2018_0 ®  |blc Reddy's
FTO Unit 2 Bachupally Mandal 131 8 Laboratories
Medchal Malkajgiri E Limited tai Tp.
District, Telangana State, 2 HCM
India
5 |Octapharma OberlaaerstralRe 235, 1100|INS-480018- @ Federal Office for Safety |Congty TNHH [Co s& va Gidy chirng nhan d3 dugc cdng bd dot 66 STT 52, khong ti€n hanh céng bé
Pharmazeutika Wien, Austria 0072-001 Q |in Health Care, Austria  [Binh Viét D lai.
Produktionsges.m. (21/40) E
b.H <
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TEN CO’' SO’ SAN . GIAY CH. | NGAY P DN DE NGHI c A P
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
6 |Demo Sa 21st Km National Road 38710/22-5- National Organization  |Congty TNHH [Co s& va Gidy chirng nhan d3 dugc cdng bd dot 52 STT 71, khong tién hanh céng bd
Pharmaceutical Athens - Lamia, Krioneri  |2017 for Medcines, Greece Binh Viét Blrc lai.
Industry Attiki, 14568, Greece Céc cach viét khac dia chi cling d3 dwoc tra cru va cdng bd 2 dia chi theo cap SPK
Cach ghi khac:
- 21 st km National Road ~
Athens - Lamia, 14568 §
Krioneri, Greece; o
- 21st km National Road %
Athens - Lamia, 14568 o
Krioneri, Athens, Greece.
7 |Lindopharm Lindopharm GmbH DE_NW_03_| o [Coquanthdm quyén Céngty TNHH  |Co sé va Gidy chirng nhan d3 dwoc cong b6 dot 64 STT 80, khdng tién hanh cdng bd
GmbH Neustrasse (hoac GMP_2018 _ 8 buc Binh Viét Blrc lai.
Neustrabe) 82 40721 0038 S
Hilden, Germany E
8 |Anfarm Hellas S.A. [61st km Nat. Rd. Athens- [62713/23-4- National Organization Céng ty CP Tavo |Cdng ty dé nghi cach viét dia chi khac "Sximatari Viotias, 32009, Greece", tuy nhién:
Lamia, Schimatari Viotias, (2019 for Medicines (EOF), Pharma + Gidy xac nhan dja chi ctia co quan thdm quyén chi xac nhan cach ghi dia chi trén 2
32009, Greece 9  [Greece gidy chirng nhan.
(* Céch viét khéc: 61st km 8 - bia chi "Sximatari Viotias, 32009, Greece" |a dia chi chung theo thanh phé/tinh, ko
Nat. Rd. Athens-Lamia, 5 cu thé, vi vay cé thé trung véi dia chi co s& khac (VD: co s& One pharma industrial
Sximatari Viotias, 32009, s pharmaceutical company societe anonyme).
Greece) Khoéng ti€n hanh b6 sung cach viét dia chi nay.
9 [Novo Nordisk 45 Avenue d'Orléans, 2019/HPF/F French National Agency [Novo Nordisk Co s& va Gidy chirng nhan d3 céng b6 Dot 70 STT 7. Khdng céng bd lai.
Production SAS 28000 (hoac F-28000) R/292 9 [for Medicines and Health|A/S; Cong ty
Chartres, France 8 Products Safety (ANSM) |TNHH M6t
g thanh vién
Q Vimedimex Binh
Duong
10 [Siegfried Hameln |Langes Feld 13, 31789 DE_NI_02_ G| o [Coquanthdm quyén Cty TNHH Binh  [Co s& va Gidy chirng nhan da cong bd Dot 68 STT 66. Khong céng bé lai.
GmbH Hameln, Germany MP_2019 0 8 Dlrc Viét Dirc
016 §
3
Danh sach co s& Khdng dat Trang2/5 Dot 71




TEN CO’ SO’ SAN ; GIAY CH. | NGAY - DN DE NGHI : . N
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU
11 [Oncotec Pharma [Am Pharmapark, 06861 DE_ST 01 G Co quan thdm quyén Cty TNHH Binh  |Pham vi chirng nhan chi 13 giai doan ché bién, khéng cé giai doan déng géi thir cap,
Produktion GmbH [Dessau -RoRBlau, Germany. [MP_2018_0 w [|PUc(Sachsen-Anhalt) Viét buc khéng chirng nhan toan bé quy trinh san xuat thanh pham. Khéng dat.
(Co s& sdn xuat va |(* Cach viét khac: Am 010 §
doéng gbi so cap) |Pharmapark, 06861 =
o
Dessau -Rosslau, S
Germany) «
12 ([Kedrion S.P.A. Via Provinciale (loc. IT/113- @ |AIFA Italian Medicine Cty TNHH Binh  |Co s& va gidy chitng nhan d3 cong b6 Dot 66 STT 76. Khong cong bé lai.
Bolognana) - 55027 1/H/2018 8 Agency Viét Dlrc
Gallicano (LU), ltaly S
&
(@]
13 |Haupt Pharma Haupt Pharma DE_BY_04_G| . |Coquantham quyén Cty TNHH Binh  |Co sé va gidy chitng nhan d3 cong b6 Dot 56 STT 47. Khéng cong bé lai.
Wolfratshausen |Wolfratshausen GmbH MP_2017_1 § bulrc Viét buc
GmbH Pfaffenrieder Strape 5, 061 =
—i
82515 Wolfratshausen, )
Germany ~
14 |Solupharm Industriestr.3 (hodc DE_HE_01_ % |Co quan cé thdm quyén |Cty TNHH Binh  [Co s& va gidy chirng nhan da cong b6 Dot 60 STT 110. Khdng cong bé lai.
Pharmazeutische [Industriestrasse 3) 34212 [GMP_2018_ 8 cla burc Viét buc
Erzeugnisse GmbH [Melsungen, Germany 0090 5
wn
o
15 |Temmler Pharma |Temmler Pharma GmbH, |DE_HE 01_ o |Coquan tham quyén Congty TNHH  [P3 cong b6 dang sadn pham (Pot 65, STT 72). Khdng cdng bé lai theo tén san phdm do
GmbH TemmlerstraBe 2, 35039 |GMP_2019_ § Plrc Binh Viét Dirc  |d3 thudc dang bao ché dugc cong bé.
Marburg, Germany 0011 §
=
—
16 |[IND-SWIFT OFF NH-21 Village UK GMP o [|United Kingdom's cong ty TNHH P3 cdng bd Dot 70 stt 2. Khéng céng bé lai,
LIMITED Jawaharpur Tehsil Dera 31450 Insp § Medicines and MTV An Phat
Bassi District S.A.S Nagar [GMP g Healthcare Products
(Mohali) Punjab, IN 31450/3603 » |Regulatory Agency
140507, India 11-0010 o (MHRA)
17 |PANPHARMA ZI du Clairay, LUITRE, 2018/HPF/F o |National Agency for the [Congty TNHH Co s& d3 cong bd Dot 60 stt 48, khdng cong bé lai.
35133, France R/158 § Safety of Medicine and [Binh Viét Durc
g Health Products (ANSM),
S |France
(o]
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3 road, Moo 4, Phraeksa,
Mueang, Samutprakarn
10280, Thailand

TEN CO’ SO’ SAN ; GIAY CH. | NGAY - DN DE NGHI : . N
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO LY DO KHONG PAT YEU CAU

18 |Exeltis ilag San. Ve |Cerkezkdy Organize Sanayi|ES/074HV/1 Agency for Medicines Exeltis Co s& va Gidy chirng nhan da céng bd dot 67 stt 53. khong cong bé lai

Tic. A.S. Bolgesi, Gaziosmanpasa |8 ® |and Health Products Healthcare S.L.
Mahallesi Fatih Bulvari 8 (AEMPS), Spain
No:19/2, Cerkezkdy- 5
Tekirdag, Turkey S

19 [Bieffe Medital Via Nuova Provinciale - IT/169- ~ Italian Medicines Agency |Cong ty TNHH  [Co s& va Gidy chirng nhan d3 céng bé dot 55, STT 70, han hét 20/01/2020 nhung
S.P.A. (Cosdsan |23034 Grosotto (So), Italy [1/H/2017 8 (AIFA) Binh Viét Dirc chua c6 gidy GMP mdi, khdng cong bé lai
xuéat) 3

S~
(o))
i
Sanavita Brider-Grimm-StraBe 121 [DE_HE_01_ % |Co quan thdm quyén
Pharmaceuticals [36396 Steinau an der GMP_2017_ 8 bulrc
GmbH (Co s& xuét |StraBe Germany 1054 b=y
xudng) §

20 |Industria Via Cassia Nord, 351 - IT/212/H/20 « [talian Medicines Agency |Cong ty TNHH  [Co s& va Gidy chirng nhan d3 cong bd Dot 66, STT 53. Khéng cong bé lai.
Farmaceutica 53014 Monteroni D'arbia |18 § (AIFA) Binh Viét Dirc
Galenica Senese  |(Sl), Italy >
SR.L. 2
(Co s& san xuét) ~
Deltamedica Ernst-Wagner-Weg 1-5 DE_BW_01_ o |Coquan thdm quyén
GmbH 72766 Reutlingen GMP_2019_ § Burc (Baden-

(Co s& kiém soat  |Germany 0006 S |Wirttemberg)
o

va xuat xwdng) F
—

21 [Mega Lifesciences |384 Soi 6, Bangpoo 1-2-07-17-19 Food and Drug Mega Dot 64 d3 cong bb co s& theo Gidy chirtng nhdn GMP cla Australia. Khéng céng bd lai
Public Company [Industrial Estate, Pattana [00009 Administration (Thai Lifesciences cho Vién nang mém Giloba (d3 thudéc pham vi dwgc céng b6 dot 64).
Limited 3 road, Moo 4, Phraeksa, FDA), Thailand Public Company

Mueang, Samutprakarn Limited
10280, Thailand S
g
515/1 Soi 8, Bangpoo 3
Industrial Estate, Pattana S
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TEN CO’ SO’ SAN

GIAY CH.

NGAY

DN DE NGHI

STT pe PIA CHI A o CO’ QUAN CAP = ~ LY DO KHONG PAT YEU CAU
XUAT : NHAN CAP Q CONG BO -
22 |Lyomark Pharma |Keltenring 17, 82041 DE_BY_04_G| o |Coquan thdm quyén Céng ty TNHH  |Pham vi chirng nhan chi cé xuat xuédng 16, khdng phai toan bd qua trinh sdn xuét,
GmbH (Co s& xuat |Oberhaching, Germany MP_2019 0 8 Plrc dau tw phat khéng dat.
xudng) 039 Y trién Hung
) hanh
9 Than
23 |Douglas Corner Te Pai Place and  |TT60-42-16- Medicines and Medical |Céng ty c6 phan [Cong ty da dwoc cong b6 dot 68 STT 113, cung gidy chirng nhan. Khéng cong bé lai
Manufacturing Ltd [Central Park Drive, 3-3 Q Devices Safety TADA Pharma
Lincoln, Auckland 0610, % Authority (Medsafe),
New Zealand S [New zealand
24 |Tarchomin 2, A. Fleminga Str., 03-176 [IWPS.405.16 Main Pharmaceutical VPBD Céng ty ndp GCN c6 pham vi chirng nhan chi cé déng géi cap 2, khdng dat.
Pharmaceutical Warsaw, Poland .2019.KKW.1 Inspector, Poland Tarchomin Gidy GMP duwoc HPHLS, cdng chirng, tuy nhién phan dich sang tiéng Viét thiéu chit ky
Works "Polfa" S.A |(Cach ghi khac: ul. A. WTC/0196_ Pharmaceutical |ngudi dich.
(Tén Ba Lan: Fleminga 2, 03-176 02_07/29 o Works "Polfa"
Tarchominskie Warszawa, Poland) 8 S.A tai Ha Noi
N
Zaklady o
S~
Farmaceutyczne 3
"Polfa" Spolka
Akcyjna)
25 |Fresenius Kabi Am Gewerbepark 6, 8402 |INS-482159- a Fresenius Kabi |Pham vi chirng nhan khéng phai toan bé quy trinh san xuat thanh phdm. Khéng dat.
Austria GmbH Werndorf, Austria 0048-001 14 Viét Nam
g
&
(@]
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