PHU LUC 2: DANH SACH HO SO' PE NGHI CONG BO CO’ SO SAN XUAT PAT TIEU CHUAN PIC/S-GMP VA EU-GMP

BO SUNG GIAI TRINH
bot 68
( Theo cong van s6 /QLD-CL ngay cta Cuc Quan ly Dwoc)
TEN CO’ SO’ SAN . GIAY CH. | NGAY pe DN DE NGHI ~ s " 5
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
1 |PHARBIL Waltrop |Im Wirrigen 25 45731 DE_NW_05_| o |Coquan thdm quyén Cong ty TNHH  |Gidy chitng nhan GMP chua duoc hgp phap héa lanh sy va céng chirng theo quy
GmbH Waltrop, Germany GMP_2019_ Q [buc Binh Viét Dirc dinh.
0030 E Yéu cau cdng ty ndp Gidy chirng nhan da dugc hop phdp hda lanh sy va cdng chirng
b=y theo quy dinh.
2 |Pharbil Pharma  [Pharbil Pharma GmbH DE_LNW_02_| o [Coquanthdm quyén VPBD Ferring  |H® so chuwa ndp phi. Yéu cau ndp phi theo quy dinh.
GmbH Reichenberger Strasse 43, |GMP_2019_ 8 blc Private Ltd
(Co s sdn xuat) [33605 Bielefeld, Germany |0003 §
3
Ferring Chemin de la 19-1017 o |Swiss Agency for
International Vergognausaz 50, 1162 St- § Therapeutic Products
Center SA Prex, Switzerland = |(Swissmedic)
(Co s& dong goi, 2
Xuat xudng) ~
3 |Ferring Chemin de la 19-1017 @ |Swiss Agency for VPDD Ferring San pham dé nghj da ndm trong pham vi chirng nhan tai Gidy chirng nhan, khong
International Vergognausaz 50, 1162 St 8 Therapeutic Products Private Ltd cong b8 cu thé sdn pham.
Center SA (hodc CH-1162 Saint)-Prex, 5 |(Swissmedic)
Switzerland E
4 |Bio Products Dagger Lane, Elstree, PP10155848 Medicines and Coéngty TNHH  |Gidy chirng nhan CPP khéng ghi th&i han ¢é hiéu lyc. Cuc Quan ly Dugc tam céng bd
Laboratory Borehamwood, WD6 3BX, o Healthcare Products DP Viét-Phdp |[tai danh sdch co s& sdn xuat thudc dat tiéu chudn PIC/S-GMP, EU-GMP. Trong vong 3
Limited United Kingdom § Regulatory Agency théng ké tir ngay céng b6, dé nghj cdng ty cung cap cac tai liéu lam cin c&r dé xac
® [(MHRA), United dinh thai han cé hiéu lyc ciia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
§ Kingdom tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
o san pham d& nghi cong bd). N&u qua thdi han trén, Cuc Quan ly Dugc s& rut co s&
san xuat khéi danh sach.
5 [Swiss Parenterals [Unit-Il, Plot No. 402, 412- |OGYI/36509- National Institute of Coéngty TNHH  |Tai liéu duoc cdng chirng, tuy nhién cé 1 trang kep giilta trang 1 va 2 clGa gidy GMP.
Ltd 414 Kerala Industrial 13/2015 Pharmacy and Nutrition |Dwgc phdm Lién [Cuc Quan ly Dugc tam cong bé tai danh sich co s& san xuat thudc dat tiéu chuan
Estate, GIDC, Near Bavla, =~ [(OGYEIl), Hungary Hop PIC/S-GMP, EU-GMP. Trong vong 3 thang ké tir ngay céng bd, dé nghi céng ty cung
Ahmedabad, Gujarat, 8 cap ban chinh hgp phap héa I3nh sy d& kiém tra.. Néu qud thdi han trén, Cuc Quan ly
382220, India g Duoc sé rut co s& san xuat khédi danh sach.
i
o
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6 |Genentech, INC |1 DNA Way South San 17006815 @ |Swiss Agency for VPBD Hoffmann {Gidy chirng nhan CPP khdng ghi thdi han cé hiéu lyc. Cuc Quan ly Duoc tam cong bé
(Co s sdn xuat) |Francisco, CA 94080, USA 8 Therapeutic Products La Roche Ltd tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
5 (Swissmedic) théng ké tir ngay céng bé, dé@ nghi cong ty cunglcé'p céc tai liéu |am can cir dé xéf
9 dinh thoi han cé hiéu luc cda GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
FHoffmann-La |Wurmisweg, CH-4303 GMP-CH- o t|:a (phén h?inh ch.l'nE} va kA,élt Iuén) célthé" hién ngéAJy kiém tra)GIVIIP tai co 56’ lsén xufit
Roche Ltd. Kaiseraugst, Switzerland 1000096 8 s?n phim d?.ngh! co?g bo). Néu qua thai han trén, Cuc Quan ly Duoc sé rut co s&
(Co s& dong goi) 3 san xuat khoi danh sach.
S~
3
7 |Capsugel Ploermel|Zl de Camagnon, 56800  [2019/HPF/F o |French National Agency |VPDD Besins P& nghi cung cap Gidy chirtng nhan GMP ¢6 x4c nhan cla Co quan cap gidy chirng
SAS Ploermel, France R/117 § for Medicine and Health |Healthcare nhan va hgp phap hda lanh sy theo quy dinh.
(Co s& sdn xuat S |Products Safety (ANSM) |(Thailand) Co.,
ban thanh pham) < Ltd tai TP. H®
i Chi Minh
Besins Groot Bijgaardenstraat BE/GMP/20 Federal Agency for
Manufacturing 128, Drogenbos, 1620, 19/003 9 [Medicines and Health
Belgium SA Belgium 8 Product of Belgium
(Co s& déng goi, S
kiém nghiém, xuat Q
xuong)
8 |Pharma Zone Industrielle, chemin [2019/HPF/F o |French National Agency |Congty c6 phan [Pé nghi cung cap Gidy chirng nhan GMP cé xac nhan cla Co quan cip gidy chirng
Developpment de Marcy, Corbigny, R/090 8 for Medicine and Health |Duwoc phdm nhéan va hgp phap hda lanh sy theo quy dinh.
58800, France g Products Safety (ANSM) |Vipharco
3
9 |Merck Healthcare |Frankfurter Strabe 250, DE_HE_01_ Co quan thdm quyén VPDD Merck P& nghj cdng ty gidi trinh vé tw cdch phap nhan gitta cdng ty "Merck Healthcare
KGaA A31,A32,D11,D12,D |GMP_2019_ bulrc Export GmbH KGaA" va cong ty "Merck KGaA" cé cung dia chi san xuat.
15, D39, F128, PH 5, PH 0053 Cuc Quan ly Duoc tam céng b6 tai danh sach co s& sdn xuat thudc dat tiéu chuin
15, PH 16, PH 23, PH 24, PIC/S-GMP, EU-GMP. Trong vong 3 thang ké tir ngay céng b8, d@ nghi cong ty giai
PH 26, PH 28, PH 31, PH o trinh. Néu quad thai han trén, Cuc Quan ly Duoc s& rut co s& san xuat khdi danh sach.
33, PH 50, PH 51, PH 52, §
PH 80, PH 85, PH 95 >
64293 Darmstadt, <
Germany ~
(Cdch viét khdc:
Frankfurter Strasse 250
64293 Darmstadit,
Germany)
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STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH

10 ([Stada-VNlJoint [Stada- VN JointVenture |[DE_HE_01_ Co quan thdm quyén Coéng ty TNHH  [Tén san phadm d3a duoc cdng b6 dat nhdm 1 13 "Vién nén Amlodipine 5mg;
Venture Co., Ltd. |Co. Ltd. GMP_2019_ bulc Lién doanh Amlodipine 10mg".

Binh Duong Branch, 40 Tu (0065 Q Stada - Viét Nam [Tuy nhién, tai vadn don xuat khiu cong ty cung cap sdn pham cé tén "Amlodipin

Do Avenue, Vietnam - 8 (besilat) Stada 5mg, Amlodipin (besilat) Stada 10mg".

Singapore Industrial Park, § San pham d3 dugc duyét ddi tén thanh "Stadovas 10 Tab, Stadovas 5 Tab" tai Viét

Thuan An, Binh Duong 9 Nam.

Province, Viet Nam P& nghi cdng ty cung cap tai liéu chirng minh tén "Amlodipin (besilat) Stada" va
"Amlodipine" |4 cing m6t san pham tai cac thj truong khac nhau.

11 |[S.M. Farmaceutici |Zona Industriale, 85050 IT/138/H/20 o |AIFA Italian Medicines  |Cdngty TNHH  [Gidy chirng nhan |a ban photo céng chirng tai Viét Nam, chua dwoc hop phép hoda
S.R.L. TITO (PZ), Italy 19 8 Agency DP Hiép Thuan |lanh sy. D& nghi ndp ban day du tinh phap ly.

§ THanh
o

12 |Rohto- No. 16 VSIP, Street No. 5, Ministry of Health, Congty TNHH P& nghi cong ty b6 sung Théng béo k&t qua kiém tra ca MHLW - Nhat Ban cé théng
Mentholatum Vietnam-Singapore 9 [Labour and Welfare Rohto- tin vé ngay kiém tra, cdc sdn pham dang bao ché cy thé dé duoc cong bé.

(Vietnam) Co., Ltd |Industrial Park, Binh Hoa 8 (MHLW), Japan Mentholatum
Ward, Thuan An Town, § (Viét Nam)
Binh Duong Province, P
Vietnam

13 |Haupt Pharma Donaustaufer Strae 378, [DE_BY_05_G| o |Coquan thdm quyén VPDD Diethelm [Dé nghi cung cdp bao cdo thanh tra (phan hanh chinh va két luin) hoac gidy chirng

Amareg GmbH 93055 Regensburg, MP_2019 0 8 Pl & Co., Ltd. nhan CPP clia co quan cip chirng nhan GMP va MA do Cuc Quan ly Dugc VN cip thé
Germany 054 5 hién rd cac dang bao ché cu thé clia "dang bao ché ran khac" trong pham vi duoc
E chirng nhan.

14 |Intas Plot numbers 457, 458 & (UK GMP Medicines and Céng ty CP DP va|Gidy chirng nhan GMP ndp kém hd so 1a ban dwoc cdng chirng tir ban in tir EUDRA,
Pharmaceuticals [191/218P Sarkhej-Bavla [17543 Insp 9 [Healthcare Products TBYT CAT khéng ddp &rng quy dinh vé cdng chirng chirng thuc cda Viét Nam. Yéu ciu cung cap
Limited Highway, Matoda, GMP 8 Regulatory Agency ban dwoc chirng thuc sao y tir ban géc do Co quan quan ly dwoc Anh cap.

Sanand, Ahmedabad, 17543/9621-| & |(MHRA), United
Gujarat, In-382210, India [0024 [H] 8  |Kingdom

15 |Nichi-lko 1212, Aza-teramae, Gejo- |244 @ |Japan Ministry of Health, |Cong ty CPDP Ha|Gidy chirng nhan khdng c6 théng tin hiéu lwc va thoi gian kiém tra. Cuc QLD tam cong
Pharmaceutical  [cho, Kasugai-shi, Aichi 8 Labour and Welfare Noi b6 véi thdi han hiéu lyc 02 ndm. Dé nghj Cong ty cung cip bién ban kiém tra (phan
Co., Ltd. Aichi Prefecture, Japan § hanh chinh va két luan) dé dugc cong bd hiéu lyc 5 nam.

Plant 3
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16 [Hetero Labs Unit-V, Block V and V-A,  [FI006/001/2 National Authority of VPDD Hetero Céng ty ndp kém Gidy CPP cla san pham vién nén bao phim Olmesartan medoxomil
Limited TSIIC - Formulation SEZ, S. |019 Medicines and Health labs limited 10mg do Btrc cap, tuy nhién theo CPP dia chi san xuat |a Unit V, con theo gidy GMP
Nos 439, 440, 441 & 458, o |Products (INFARMED), do B6 Pao Nha cip, sdn pham vién nén bao phim chi sdn xuat duy nhat tai Unit V-A.
Polepally Village, § Portugal P8 nghi gidi trinh rd vé céc Unit V va Unit V-A.
Jadcherla Mandal, F
Mahaboobnagar District, §
Telangana State, 509301, e
India
17 [Huons Co., Ltd. 100 Bio valley-ro, Jecheon-{2019-G1- « |Daejeon Regional Office |Young IL Pharm. Pé nghi ndp bd sung phi hd so
si, Chungcheongbuk-do, 0909 § of Food and Drus Safety, |Co., Ltd.
Republic of Korea »  [Ministry of Food and
o
E Drug Safety Korea
18 [Dongbang Future |78 Jeyakgongdan 4-gil, 2019-D1- @  |Gyeongin Regional Office|Cong ty Jin Yang Bdo cdo thanh tra khong duoc dich cong chirng tir tiéng Han Quéc. Dé nghi bd sung.
Tech & Life Co., Hyangnam-eup, 1261 8 of Food and Drug Safety, [Pharm. Co., Ltd
Ltd Hwaseong-si, Gyeonggi- 8 [Korea
do, Korea E
19 [Fresenius Kabi Village Kishanpura, Baddi, [UK GMP Medicines and Coéngty CP Béo cdo thanh tra chi 1a ban photocopy, khéng ddm bao tinh phap ly. Pé nghij b6
Oncology Limited |Tehsil Nalagarh, District  |29338 Insp % [Healthcare Products Fresenius Kabi [sung ban sao cdng chirng.
Solan (hodc District Solan, |GMP 8 Regulatory Agency Viét Nam
Himachal Pradesh), In- 29338/4438 g (MHRA), United
174101, India 41-0008 S Kingdom
20 (Takeda GmbH Takeda GmbH - DE_BB 01_ Co quan thdm quyén VPPD Takeda  [P& nghi cung cap bdo cdo thanh tra (phan hanh chinh va két luin) hoac gidy chirng
Betriebsstatte GMP_2018 _ ®  [bkc Pharmaceuticals [nhan CPP tai nuéc sé& tai vd MA do Cuc Quan ly Duoc VN cip thé hién rd cac dang
Oranienburg 0003 8 (Asia Pacific) bao ché cu thé cta "dang bao ché ran khac" trong pham vi duoc chitng nhan.
Lehnitzstrape 70-98, § Pte., Ltd tai Tp.
16515 Oranienburg, 3 HCM
Germany
21 |Celogen Generics [Plot No. 646/1&2, Agrawal[MT/034HM/ [ [Medicines Authority of |Congty TNHH  |HG so chi c6 1 to, thi€u cac thong tin duroc yéu cau bé sung tir dot 67. Dé nghi bo
Private Ltd Industrial Estate, Somnath (2017 § Malta (MAM) TM DP Van H6 |[sung.
Road, Dabhel, Daman (UT) S
i
396 210, India -y
o
22 |Mylan F-4, F-12 M.I.D.C, UK GMP ~ |Medicines and Mylan dé nghj Cong ty cung cip bao cdo thanh tra GMP hodc Gidy phép luu hanh san phdm
Laboratories Malegoan, Sinnar, In- 20807 Insp § Healthcare Products Laboratories vién bao phim tai Anh.
Limited 422113, India GMP g Regulatory Agency Limited
20807/2238 S |(MHRA), United
2-0008 ™ |kingdom
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23 |Famar Orleans 5 Avenue de Concyr, 1900264519 National Agency for the |VPDD Glaxo Gidy chirng nhan CPP khéng ghi thdi han c6 hiéu lwc. Cuc Quan ly Dwoc tam cong bé
Orleans Cedex 2, 45071, |002646 ™ Safety of Medicine and  [Smith Kline Pte |tai danh sdch co s& sdn xuat thudc dat tiéu chudn PIC/S-GMP, EU-GMP. Trong vong 3
France § Health Products (ANSM), |Ltd théng ké tir ngay céng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
S |France dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
% tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
- san pham dé nghi cong bd). N&u qua thdi han trén, Cuc Quan ly Dugc s8 rut co s&
san xuat khdi danh sach.

24 (Industria Via G. Pascoli, 1 -20064  |IT/219/H/20 Italian Medicines Agency |Medexport Italia [ Cong ty dé nghi cdng b6 ddi vdi san phdm Itametazin. Tuy nhién, CPP ban géc Tiéng
Farmaceutica Gorgonzola (Ml), Italy 18 (AIFA) Italia thi€u trang dau tién nén thiu vé thdng tin vé tén thudc, co s& san xuat. Pé nghi
Nova Argentia Reparto Distaccato - Via pat cong ty b6 sung.

SPA. Muoni, 15-20064 - ]
Gorgonzola (M), Italy 8
Reparto Distaccato - Via 3
Muoni, 10-20064 -
Gorgonzola (M), Italy

25 |Korea Prime 100, Wanjusandan 9-ro, (2019-F1- @ |Gwangju Regional Office |VPDD Saint Cong ty ndp GCN GMP mdi dé cong b8 cach ghi cac dang bao ché. Tuy nhién, cdng ty

Pharm Co., Ltd Bongdong-eup, Wanju- 0164 8 of Food and Drug Safety, |Corporation chua ndp phi dé cong bd madi theo qui dinh
un Jeollabuk-do, Republic 5 [Korea

if Korea i %

26 |Septodont 58, Rue du pont de Créteil,|HPF/FR/058/ @ French National Agency |VPDD Septodont|Tai thoi diém kiém tra cé trén EUDRA, tuy nhién GCN GMP khéng c6 du gidp lai kém
94107 Saint Maur Des 2019 8 for Medicine and Health |tai Tp. H6 Chi v@i thu xdc nhan cla Septodont (thu cé HPHLS).
Fossés Cedex - France § Products Safety (ANSM) [Minh

3

27 |CJSC Biocad Building 2, Petrovo- MO004/19 National Pharmaceutical |[Cong ty TNHH  [P3 cong b6 Dot 64 STT 63, cdng ty cung cap tai liéu dé nghi chinh slra cach ghi trong
Dalneye, Krasnogorsky Regulatory Agency DP va héa chat |ndi dung cdng bé ddi vdi cac san phadm cu thé Acellbia, Herticad, Avegra 1a bo
district, Moscow Region, 9 [(NPRA), Ministry of Nam Linh "building 2" trong dia chi. Tuy nhién, trong thu cia Nga cé néi dung xdc nhan cac san
143422 Russia (cach ghi 8 Health, Malaysia pham ndy duoc san xuat tai Building 2. Chwa ddng y diéu chinh.
khac: Petrovo-Dalneye, §
Krasnogorsky district, R
Moscow Region, 143422
Russia)

28 |Biocon Limited Special Economic Zone, 2018/HPF/P French National Agency |Mega Gidy chirng nhan dugc cong chirng tir ban trén internet, khdng dap ¢ng qui dinh
Plot No. 2,3,4 &5 Phase IV [T/005 o for Medicine and Health |Lifesciences cong chirng, chirng thye. Yéu cau cung cip ban chirng nhan dwoc co quan cé tham
Bommasandra,-Jigani Link § Products Safety (ANSM) |Public Company [quyén xdc nhan tinh phap ly.
Road, Bommasandra Post, ~ Limited
Bengaluru 560 099, India %
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Kundl, 6250, Austria

TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN DE NGHI ~ s " -
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29 [Lek Perzonali 47, Prevalje, 401-3/2019-| ,  [Agency for Medicinal VPDD Novatis  [P& nghi cung cap bao cdo thanh tra (phan hanh chinh va két ludn) hoac gidy chirng
Pharmaceuticals 2391, Slovenia 5 § Products and Medical (Singapore) Ltd [nhan CPP clia co quan cap chirng nhan GMP va MA do Cuc Quan ly Dugc VN cap thé
d.d » |Devices of the Republic [tai Tp. Ha NGi hién rd cac dang bao ché cy thé clia "dang bao ché ran khac" trong pham vi dwoc
(Tén viét tat: Lek % of Slovenia (JAZMP) ching nhan.
d.d) ~
30 |Omega 10850 Hamon Montreal, (71801 o Health Products and VPDD tai Tp. Gidy chirng nhan GMP (theo mau CPP) chi ghi dap &rng GMP-WHO, khdng c6 thong
Laboratories Ltd |Quebec, Canada, H3M 8 Food Branch HCM Pfizer tin vé tiéu chudn GMP ap dung. Pham vi chirng nhan ghi Solution khéng rd thudc vo
3A2 9 [Inspectorate (HPFBI), (Thailand) trung hay thudc udng, thudc dung ngoai.
§ Canada Limited P& nghi b6 sung thong tin lam rd.
31 |Famar Italia S.P.A |Via Zambeletti, 25-20021 |1054/CM/20 Italian Medicines Agency [Cong ty TNHH  [Gidy CPP d3 dwoc cap qud 2 ndm; cac gidy GMP khéng dugc cdng chirng va hop phap
(Co s san xuat) |Baranzate (MI) (hodc 25 I- |16 (AIFA) dwoc phdm héa lanh sy theo quy dinh.
20021 Baranzate di Bollate Lamda P& nghj cung cap ban sao c6 tinh phap Iy cadc Gidy CN GMP cla Co s& san xuét, Co s&
- Milano), Italia. g déng géi dé xac dinh thoi han cé hiéu lyc.
N
Lamp San Via della Pace, 25/A-41030 5
Prospero S.P.A San Prospero (MO) (hodc 8
(Co s& ddéng gdi so'|25/A 1-41030 San
cdp vathlrcdp) |Prospero - Modena),
Italia.
32 |Octapharma AB |Lars Forssels gata 23, 6.2.1-2019- @ Medical Products Agency|Cdng ty TNHH  [Gidy chirng nhan GMP khéng dugc céng chirng va hop phép hda lanh sy theo quy
Stockholm, 11275, 029698 8 (MPA), Sweden Binh Viét D&c  |dinh.
Sweden g Pé nghi cung cap ban sao co tinh phap ly Gidy chirng nhan GMP.
<
33 |IDT Biologika Am Pharmapark, 06861 DE_ST 01 G @ |Coquan thdm quyén VPBD tai Ha N6i |Gidy chirng nhan GMP khéng dugc hop phap héa I3nh su va cong chirng theo quy
GmbH Dessau-Roblau, Germany |MP_2018 0 8 Dlrc (Sachsen-Anhalt) Novartis dinh.
(Co s& san xuét) 031 = (Singapore) Pte |Dé nghi cung cap ban sao cé tinh phap ly Gidy chirng nhan GMP.
a Ltd
Sandoz GmbH Biochemiestrabe (hodc 481922- a Austrian Federal Office
(Co sé xuat Biochemiestrasse) 10, 0101 8 for Safety in Health Care
S
]
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34 |Merck KGaA Frankfurter Strabe 250, A |DeET 103; Co quan thdm quyén VPDD tai Tp. Gidy chirng nhan CPP khéng ghi thdi han c6 hiéu lwc. Cuc Quan ly Dwoc tam cong bé
18,A31,A32,D2,D3,D |[DeET 104 blrc HCM Merck tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
11,D 12, D 15, D39, N 79, Export GmbH  [thdng ké tir ngay cong b8, d@ nghi cdng ty cung cap cac tai liéu lam cdn cl dé xac
N 80, N 90, PH 5, PH 16, dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
PH 23, PH 28, PH 31, PH & o tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
33, PH 50, PH 51, PH 52, g § san pham dé nghi cong bd). N&u qua thdi han trén, Cuc Quan ly Dugc s8 rut co s&
PH 80, 64293 Darmstadt, % > san xuat khoi danh sach.
o O
Germany > 5
(* Céch viét khac: o
Frankfurter Strasse 250
64293 Darmstadt,
Germany)
35 [Merck KGaA Frankfurter Strabe 250, A [DeAR 21; Co quan thdm quyén VPDD tai Tp. Gidy chirng nhan CPP khdng ghi thdi han cé hiéu lwe. Cuc Quan ly Dwoc tam cong bé
(Cosdsanxuat) |[18,A31,A32,D2,D3,D |DeARS; Pulrc HCM Merck tai danh sach co s& san xuat thudc dat tiéu chuin PIC/S-GMP, EU-GMP. Trong vong 3
11,D 12, D 15,D39, N 79, Export GmbH  [thdng ké tir ngay cong bd, d@ nghi cdng ty cung cap cac tai liéu 1am cdn cl dé xac
N 80, N 90, PH 5, PH 16, dinh thdi han cé hiéu lyc ciia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
PH 23, PH 28, PH 31, PH tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
33, PH 50, PH 51, PH 52, san pham d& nghi cong b8). N&u qua thdi han trén, Cuc Quan ly Dugc s8 rut co s&
PH 80, 64293 Darmstadt, san xuat khoi danh sach.
Germany & @
(* Céch viét khac: 3 S
o
Frankfurter Strasse 250 > g
64293 Darmstadt, g o
Germany) N ©
Merck KGaA & Co. [Hosslgasse 20, 9800
Werk Spittal Spittal an der Drau,
(Co sd déng gbi) |Austria
(* Cach ghi khac:
Hoesslgasse 20, 9800
Spittal/Drau, Austria)
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TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN DE NGHI 2 w . 5
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BO NOI DUNG CAN BO SUNG GIAI TRINH
36 |Merck S.A. de C.V. |Merck S.A. de C.V., Calle 5 |DeFR 24; Co quan thdm quyén VPDD tai Tp. Gidy chirng nhan CPP khéng ghi thdi han c6 hiéu lwc. Cuc Quan ly Dwoc tam cong bé
(Co s& déng gbi va|No. 7, Naucalpan de DeFR 23 Plrc HCM Merck tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
Xuat xudng) Judrez, Edo. De México, Export GmbH  [thdng ké tir ngay cong b8, d@ nghi cdng ty cung cap cac tai liéu lam cdn cl dé xac
C.P. 53370, Mexico. dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
(* Céch ghi khac: Calle 5 tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
No. 7, Fraccionamiento san pham dé nghi cong bd). N&u qua thdi han trén, Cuc Quan ly Dugc s8 rut co s&
Industrial Alce Blanco, C.P. san xuat khoi danh sach.
53370 Naucalpan de
Judrez, Edo. De México,
Mexico)
s 2
Merck KGaA Frankfurter Strabe 250, A % %
(Cosdsanxudt  |18,A31,A32,D2, D3, D 25
ban thanh phdm) |11, D 12, D 15, D39, N 79, =
N 80, N90, PH5, PH 16,
PH 23, PH 28, PH 31, PH
33,PH 50, PH 51, PH 52,
PH 80, 64293 Darmstadt,
Germany
(* Cach viét khac:
Frankfurter Strasse 250
64293 Darmstadt,
Germany)
37 |AstraZeneca UK |[Silk Road Business Park, (UK MIA Medicines and AstraZeneca Pé nghj cung cip bdo cdo thanh tra (phan hanh chinh va két luan) hoc gidy chirng
Limited Macclesfield, SK 10 2NA, (17901 Insp % [Healthcare Products Singapore Pte  |nhan CPP clia co quan cap chirng nhdn GMP va MA do Cuc Quan ly Dugc VN cap thé
United Kingdom GMP/GDP/I 8 Regulatory Agency Ltd hién rd cac dang bao ché cu thé clia "thuéc khdng vé trung khac" trong pham vi dugc
MP & |(MHRA), United chéng nhan.
17901/1011 | &  [Kingdom
7- 0039
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38 |Merck KGaA Frankfurter Strabe 250, 01/19/1278 European Medicines Merck Export Gidy chirng nhan CPP khéng ghi thdi han c6 hiéu lwc. Cuc Quan ly Dwoc tam cong bé
A18, A31, A32, D3,D9, 18 Agency GmbH tai danh sach co s& san xuat thudc dat tiéu chuan PIC/S-GMP, EU-GMP. Trong vong 3
D11, D12, D15, D24, D25, théng ké tir ngay céng b6, dé nghi cdng ty cung cap cac tai liéu lam cin c&r dé xac
D39, 111, N78, N79, N8O, dinh thoi han cé hiéu lyc ctia GCN nay (nhu Gidy chirng nhan GMP/ Bién ban kiém
N90, PH5, PH16, PH23, tra (phan hanh chinh va két luan) cé thé hién ngay kiém tra GMP tai co s& san xuat
PH28, PH50, PH51, PH52, a san pham dé nghi cong bd). N&u qua thdi han trén, Cuc Quan ly Dugc s8 rut co s&
PHS0, V40, V41, V42, V66, ] san xuat khai danh sach.
V67; 64293 Darmstadt, §
Germany S
(Céch viét khac
Frankfurter StraBe 250
64293 Darmstadt,
Germany)

39 (Catalent Australia [217-221 Governor Road, |MI-2018-LI- o |Therapeutic Goods Céngty TNHH  |Dé nghi cung cip béo cdo thanh tra (phan hanh chinh va két luan) hodc gidy chirng

Pty Ltd Braeside Vic 3195, 09353-1 8 Administration (TGA), Pai Bic nhan CPP clia co quan cip chirng nhan GMP va MA do Cuc Quan ly Dugc VN cip thé
Australia 8 |Australia hién rd cac dang bao ché cu thé clia "dang bao ché ran phan ligu khac" trong pham vi
§ duoc chirng nhan.
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