Phu luc III

DANH SACH HO SO’ PE NGHI PANH GIA PAP 'NG GMP CUA CAC CO’ SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUOC CAN BO SUNG GIAI TRINH

( Kém theo céng vdn s6

393 /QLD-

Dot 34
CLngay 06 /02 /2024

ctia Cuc Qudn ly Dworc )

TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ - o ~ - o [P A N
STT XUAT DIA CHI NHAN CAP CO QUAN CAP DN DE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
1 |Fresenius Kabi HafnerstrapBe (hodc: INS-480166- Austrian Federal Office |Cong ty c6 phan - Tai GCN GMP c6 phan han ché lién quan dén hiéu lyc ciia moét phan pham vi (hiéu lyc cho hoat dong cla autoclave 14 méi tai phong 43/44 t6i
Austria GmbH Hafnerstrasse) 36, 8055 102491014~ o |for Safety in Health Care |Fresenius Kabi Viét Nam |12/2024, hiéu lyc hoat dong cla “Global LIMS” t&i 12/2025, hiéu lwc cho hoat ddng déng biosimilar tdi 12/2025). Dé nghi cong ty giai trinh cac
(hodc A-8055 hodc AT- 18908348 8 (BASG) hoat déng nay lién quan t&i pham vi dang bao ché tai gidy chirng nhan nhu thé nao? Cung cap béo cdo thanh tra GMP twong irng GCN GMP dé xem
8055) Graz, Austria (1/5) ba Xét.
3 - Tai GCN GMP céc dang bao ch& méi so véi gidy cii (biosimilar) va cé néu cac hoat ddng mdi (autoclave 14), d& nghi cung cap phan hd so ki thuat
cho pham vi méi nay.
2 |EVER Neuro Oberburgau 3, 4866 INS-482197- ~ Federal Office for Safety |Cong ty EVER Neuro Gidi trinh:
Pharma GmbH Unterach am Attersee, 100581711- S |in Health Care, Austria  [Pharma Tra cru Eudra gidy GMP cap nhat, c6 s6 gidy chirng nhan: 482197-14182326 cip ngay 22/12/2021, khéng théng nhat véi s6 gidy chirng nhan GMP
Austria 172743343 | nép trong hd so: INS-482197-100581711-17274334(3/10) cip ngay 13/01/2022.
/10) @
3 [Fareva Unterach |MondseestraRe 11,4866 [INS-484064- ~ Federal Office for Safety |VPDD Novartis Khéng céng b8 déng thi ca tén cli va tén mdi cia nha san xuat do cac thudc clia cong ty hién dang lwu hanh theo tén mdi cla nha san xuit (theo
GmbH Unterach am Attersee, 101127916~ S |in Health Care, Austria  [(Singapore) Pte Ltd tai chdp thuén tai cdng van s6 4559/QLD-DK ngay 04/5/2023 clia Cyuc Quan ly Dugrc).
Austria 17654342 ; HCM
(4/10) %
4 |G.L. Pharma IndustriestraRe 1, 8502 INS-481348- Federal Office for Safety |Cong ty TNHH Duoc B& sung:
GmbH Lannach, Austria (cdch 100920408- in Health Care, Austria  [pham Nhat Anh - Gidy Gy quyén clia co s& san xuat cho co s& ndp hd so cong bd.
ghi khac: Industriestrasse |17502149 ~ - Gidy chirng nhan GMP cap nhat, con hiéu lyc, dwoc sao chirng thyc theo quy dinh (hop phap héa lanh sy), dich cong chirng. Trong ban da nop,
1, 8502 Lannach, Austria) I~ phan néi dung chirng thuc khdng phai tiéng Anh hoic tiéng Viét. Tai thoi diém cong bé, gidy chirng nhan GMP d3 hét han hiéu luc.
g - SMF day d céc phu lyc theo hudng déﬂn clia WHO-GMP/PICs-GMP/EU-GMP, trong d6:
8' + S0 d6 nha xudng bap in rg rang thl? hieyn tirng khu vyee san Xuft (tén phong, cap sach, chénh ap ...).
+ Danh muc cdc nha san xuat va co s& kiém nghiém theo hop dong .
+S0 d6 hé théng xir ly nwdc.
+ Danh muyc céc thiét bj san xu4t va kiém nghiém chinh.
5 |Probiotec Pharma |83 Cherry Lane Laverton |MI-2023-LI- « |Therapeutic Goods Cong ty TNHH Pai Bac SMF cap nhat thé hién viéc san xuat d6i véi cac dang bao ché cap nhat trén gidy GMP méi.
Pty Limited North Vic 3026, Australia [13681-1 § Administration (TGA),
8‘ Australia
2
6 |Endeavour 12-16 Leabons Lane MI-2020-LI- Therapeutic Goods VPDD NQ Healthcare B& sung:
Foundation Seven Hills NSW 2147, 11721-1 Administration, Australia|Autralia PTY.Ltd tai Tp. + Gidy chirng nhan PIC/s-GMP con hiéu lyc, dwgc sao chirng thuc, hgp phap héa theo quy dinh.
Australia ] H® Chi Minh + Site Master File c6 kém theo:
S - So d6 t8 chirc;
b2 - So d t6ng thé; chénh 4p, cap sach; dwong di cla ngudi, nguyén liduy;
3 - So db hé théng nudc, hé théng HVAC,
- Danh muc thiét bj chinh tai khu viyc san xuét, kiém nghiém,
+ Danh muc cac cudc thanh tra trong 3 ndm gan nhat.
7 |Probiotec Pharma |85 Cherry Lane Laverton |MI-2023-LI- m |Therapeutic Goods Cong ty TNHH Dai Bic B& sung SMF day da kém theo cac phu luc theo huwdéng dan ciia WHO-GMP/PICs-GMP/EU-GMP, thé hién viéc san xuat ddi véi cac dang bao ché
Pty Limited North Vic 3026, Australia [13681-1 § Administration (TGA), duwoc san xuét tai site: "85 Cherry Lane Laverton North Vic 3026, Australia".
2‘ Australia
2
8 |M/s Medicon Industrial plot No. 17/A-1, |DA/6- — |Mministry of Health & Cong ty TNHH MTV DP PV |Dé nghi kiém tra thyc t&€ dé lam rd viéc sdn xuat riéng biét cla thudc chira khang sinh nhém Betalactam va cac pham vi khac duoc chirng nhan do
Pharmaceuticals |Avenue-1, Block-D, 102/21/603 S |Family Welfare Healthcare hd so gidi trinh khéng thé hién ré.
Ltd Section-10, Mirpur, 3 3 Directorate General of
Dhaka-1216, Bangladesh 2 Drug Administration,
o Bangladesh.
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9 |[Globe BSCIC Industrial Estate, DA/6- Directorate General of |Cong ty c& phan duworc Cén cl sy khdng thdng nhat gitra bao cdo thanh tra va gidy chirng nhan GMP duoc cap, khong cé di cin c dé tin cdy vao két qua thanh tra va cap
Pharmaceuticals [Begumgonj, Noakhali, 54/99/5214 Q  |Drug Administration & ph&m Viét Nga chirng nhan clia Co quan quan ly Bangladesh cho nha méy. Cuc QLD sé& tién hanh danh gid thuc t& d&i véi nha may nay.
Ltd. Bangladesh &  |Licensing Authority
8[ (Drugs), Government of
S |the People's Republic of
Bangladesh
10 [Healthcare Gazariapara, Rajendrapur, |DA/6- — |Drug Administration, Cong ty TNHH TM Dia chi trén bdo cdo thanh tra khéng giéng vdi gidy chirng nhan GMP (dia chi trén bao cdo thanh tra 13 Gozaria Para, Rajendrapur, gazipur - 1703),
Pharmaceuticals |Gazipur - 1703, 105/06/207 § Bangladesh Phuong Dong dé nghi giai trinh.
Limited Bangladesh 57 8‘
S
11 |Delta Pharma Pakundia, Kishoreganj, DA/6- Ministry of Health & Cong ty TNHH Dugc 1. B6 sung:
Limited Bangladesh 103/06/132 ~ Family Welfare, ph&dm DOHA - Bdo cdo thanh tra dot 18.06.2022 13 ban sao cdng chitng dugc hop phap héa lanh sy theo quy dinh.
07 S |Directorate General of - Danh muc céc dot kiém tra GMP 03 ndm gan day trong dé b6 sung day dU céc dot thanh tra d3 duoc ti€n hanh tai nha may.
3 Drug Administration, - Site Master File: B6 sung so d6 téng thé 1a ban in rd rang trén khé gidy phu hgp; so d6 thé hién chénh ap, cap sach; so d6 hé théng khi nén.
S Bangladesh 2. Giai trinh vé danh muc céc dang bao ché san xuat tai nha mdy c6 dang bao ché thudc tiém nhung trong GCN GMP khéng c6 dang bao ché nay va
° trong layout ciling khdng thé hién dang bao ché nay.
12 |Orion Pharma Ltd |D/28/2, Sumilpara, DA/6- ~ |Prug administration of |Ambica International BG sung:
Siddhirganj, Narayanganj- (61/2002 § Bangladesh Corporation +S0 d0 nha xudng ban in to, rd rang thé hién cap sach, chénh ap; dwdng di clia ngudi, nguyén liéu thé hién cap sach, chénh ap; dudng di cla
1431, Bangladesh 8‘ nguwoi, nguyén liéu.
2‘ + B&o cdo ra soét chat lwgng sdn phdm vé trung.
13 |Odyssea Pharma |Rue Du Travail 16, Grace- |BE/GMP/20 ~ Federal Agency for Cong ty ¢ phan duorc B& sung:
Hollogne, 4460, Belgium |22/056 S |Medicines and Health  [pham Generic + Gidy Uy quyén clia co s& san xuat cho co s& dé nghj cong bd.
g Products (FAMHP), +S0 do nhélxu'érng ban in rd rang thé P}ién tirng khu vure sén xué'lt; duong di cﬁalngub'i, nguyén liéu; chénh ap, cdp sach; so dd Hé th8ng HVAC; chu
:' Belgium thich Hé théng nudc. Toan b cac so d6 dugce chi thich bang tiéng Anh hodc tiéng Viét theo quy dinh.
14 |Biopharm- 75, Trakiya Blvd., 8800 BG/GMP/20 Bulgarian Drug Agency |Congty TNHH Dugc 1. B8 sung:
Engineering AD  [Sliven, Bulgaria 23/234 ] pham Do Ha +S0 d0 nha xudng c6 mo ta cap do sach dp dung cho céc budc san xuat (trang 52/101), thé hién rd cap sach trén so d6 day chuyén san xuat (so do
g tai Appedix 4A); cé chu thich v& mau sic sir dung; thé hién chénh léch ap suat gilra cac khu vuc.
g. + S0 d6 phong thi nghiém (c6 dich cac chi thich) va so d6 khu vic déng géi duwoc dich sang tiéng Viét hodc ti€ng Anh (Appedix 4B).
N 2. Giai trinh viéc GCN GMP thé hién co sé& cé san xuat san pham Heparin Sodium Biopharm 5000/ml 1U sol for inj, tuy nhién, trong danh muc san
pham san xuat tai SMF khéng c6 san phadm nay.
15 |Fortex 10, Prohladen kat street, |BG/GMP/20 Bulgarian Drug Agency [VPDD Saint Corporation |B6 sung:
Nutraceuticals Suhodol district, Sofia 22/201 tai TP. HCM; Céng ty C8 |- Gidy Uy quy@n cta CSSX cho cong ty D& nghi cdng b (Qua tra ctru, khéng thay théng tin co s& dé nghij cong b8 c6 dang ky san phadm cla CSSX).
Ltd. 1362, Bulgaria b phan Xuat Nhap Khdu Y |- So d6 nha xuédng ban in rd rang thé hién tirng khu vuc san xuat (cap sach, chénh ap).
g té Viét Nam - Lwgc d6 quy trinh san xuat cho tirng dang bao ché
:." - H6 so t&ng thé day du va thdng nhat lai théng tin version (Ban d3 ndp s6 version khdng thdng nhat: trang bia version 07, trang noi dung tiép theo:
Q version 06).
16 |Antibidticos do Rodovia Professor Uu00.vVLO7. Ministry of Health, Cong ty CP DP Thién Thao |B& sung:
Brasil Ltda Zeferino Vaz, SP-332, Km |OHLX.IWN2.J| & [Brazilian Health - Gidy Uy quyén cla co sé& san xuit cho co s& ndp hé so danh gia dap (rng GMP.
135, Cosmopolis Sdo TYY.HH21.M 8 Regulatory Agency, - Danh muc cp nhat cic dot thanh tra GMP tai co s& trong 3 ndm gan day.
Paulo, Brazil 50Q.9D5R.P g Brazil - Bo cao thanh tra GMP cla nudc s& tai twong (rng véi gidy GMP sé tai d3 ndp, dugc sao chirng thurc, hop phap héa lanh sy theo quy dinh.
FYP.XROO Q - B4o céo ra soét chat lvgng san pham dinh ky (PQR) clia thudc bot pha tiém Cephalosporin.
- Day du cac Appendix clia SMF, cac ban v& duoc in rd rang hic ban mém. SMF da nop khdng dinh kém Appendix nao.
17 |Antibioticos do Rod. Professor Zeferino FEI: ~ United States Food and [Céng ty CP DP Thién Thao |B& sung hé so theo yéu cau cla hd so danh gid GMP s& tai bén trén.
Brasil Ltda Vaz, SP332, Km 135, 3004132818 S  |Drug Administration
Jardim Itapavussu, ; Elend: 27- S‘: (U.S. FDA)
Cosmopolis Sao Paulo, ~ |05-2022 NS
13150-000 Brazil ~
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XUAT NHAN P
18 |ACHE RODOVIA PRESIDENTE RPJK.PHWR. - [Ministry of Health Cong ty TNHH Dugc B6 sung gidy chirng nhan GMP con hiéu lyc va béo céo thanh tra tuwong tng duoc hop phéap héa lanh sy day dd theo quy dinh
LABORATORIOS DUTRA KM 222,2 LRCN.GXYT. S Brazilian Health pham Viét-Phap
FARMACEUTICOS |GURAULHOS S&o Paulo, |3U34.10CE.T| & |Regulatory Agency,
S.A. BRAZIL N2J.VBRO.S 3 Brazil
R3T.6HS) o
19 [NEOLAB AV NSRA DA ASSUNCAO, |000D.UEXB. « |Ministry of Health Céng ty TNHH Novartis BS sung bao cdo chat lugng san pham hdn dich thudc nhd mat dé dugc cong b pham vi nay.
SOLUCOES 736 SAO PAULO S&o 0GK5.1443.C S Brazilian Health Viét Nam
FARRMACEUTICAS [Paulo, Brazil 0YL.MQY6.K 3 Regulatory Agency,
ESTEREIS DO 919.8PBP.QV ; Brazil
BRASIL LTDA. 24.URNM ~
20 [IBSA Institut Via al Ponte 13, 6900 GMP-CH- o |Swiss Agency for TNHHDP Viét Phap Gidi trinh: Theo cdo cdo thanh tra cs Massagno dang dugc d& bo, chuyén sang co s& méi vao quy dau 2023. D& nghi gidi trinh ¢ x4c nhan cla co s&
Biochimique SA  [Massagno, Switzerland 1003757 S  [Therapeutic Products san xuat vé viéc khdng san xuat tai co s& nay.
(Dia chi cii: Via al Ponte 3 (Swissmedic)
13, 6903 Lugano, o
Switzerland) -
21 |[IBSA Institut Via Pian Scairolo 49, 6912 |GMP-CH- Swiss Agency for TNHHDP Viét Phap Tra cru trén Eudra co sé& da dugc kiém tra ngay 25/05/2023, dé nghi b6 sung cap nhat bao cdo thanh tra va gidy chirng nhan GMP.
Biochimique SA Pazzallo, Switzerland 1003749 Therapeutic Products
(Céch ghi cii: IBSA |(Dia chi cii: N |(Swissmedic)
Institut Via del Piano, 6915 S
Biochemique SA) |Pambio-Noranco, ba
Switzerland) 3
22 [CSL Behring AG Untermattweg 8, 3027 GMP-CH- o |Swiss Agency for Vdn phong D UNICO Tra clru trén Eudra, co s& sx d& cd chirng nhan GMP méi, pham vi cdng b8 d3 thay déi. D& nghi bé sung chirng chi GMP méi, bdo cdo thanh tra
Bern, Switzerland 1001267 § Therapeutic Products ALLIANCE Co., Ltd tai twong ing ¢ chirng thue va hgp phap héa lanh sy theo quy dinh.
g? (Swissmedic), thanh ph& H8 Chi Minh
:‘ Switzerland
23 [Herbamed AG Austrasse 10 + 12, 9055 No. 18-1883 Swiss Agency for Cong ty TNHH Duoc DE& nghij gidi trinh va cung cap bé sung: gidy chirng nhan GMP cé chitng thuc va hop phap héa lanh sy con hiéu lyc.
Buhler, Switzerland Therapeutic Products pham Hoang Dugc - Cong ty b8 sung béo cdo thanh tra tuwong (ng véi gidy GMP da dugc cap, cé chirng thue va hop phép héa lanh sy
(Swissmedic) - B& sung gidy Uy quyén cla cong ty dang ky tai VN
- SMF:
+ Dia chi trén SMF dang chi gi la "Austrasse 12, 9055 Biihler, Switzerland" khac v&i gidy chirng nhan GMP dia chi tir s& 10 + 12: d& nghi giai trinh.
o + Nha xudng: Chi d& cap dén tda nha cii phi hgp véi san pham sinh hoc va tda nha méi cho san xut tir cay tuoi). D& nghj cung cap théng tin thém
8‘ vé céc tda nha, c6 day dl chirc ndng va thong tin vé cac khu vuc sdn xuat API, day chuyén sdn xuat thanh pham
3 + Thiét bi: Chi c6 cac thiét bi ché bién thuc vat twoi va cac may tron nghién cho cac dang bot xay tir cay. Phu luc thiét bj chi cé ténriéng bang tiéng
IN] Dirc, dé nghi cung cap cu thé danh séch thiét bj véi muc dich sir dung cho qua trinh sdn xuat thudc.
+ Cac dang ché& pham san xuét: dich chiét, con thudc, vi lwgng dong cin, cao kho, bot, dang kem/gel béan rén.
+ Layout: Nhd mo, bang tiéng Dirc, khdng cu thé cac phong san xuét, chi ¢ so d6 téng thé: Dé nghj bd sung: so d6 nha xwdng cu thé tirng phong
san xudt, so do cap sach, So d6 chénh ap, Hé théng phu trg HVAC, phan cap sach, dudng di nguyén vat liéu va ngudi cu thé tén phong va khu vuc
s&n xuat, Hé théng x ly nwdc. (ban dich tiéng Anh)
24 |CSL Behring AG Bolligenstrasse 93,3006 |GMP-CH- Swiss Agency for Unico Alliance Co., Ltd 1. Pé nghi b6 sung:
Bern, Switzerland 1003830 Therapeutic Products - Ban in rd rang so do nha xudng thé hién tirng khu viyc san xudt (tén phong, dudng di cla nguyén liéu, con ngudi, cap sach, chénh 4p ...), so d6 x{r
~ (Swissmedic), ly hé théng nudc, khdng khi cia CSSX tai dia chi dang dé nghi cong bé (Bolligenstrasse 93, 3006 Bern) (Layout nha may nép kém tai hé so mo,
S [Switzerland khong doc dwoc thong tin. Cong ty cé ndp ban mém (USB) nhung 13 ban scan clia ban hard copy-> théng tin khéng rd dé tham dinh).
Ry - Gidy Gy quyén clia CSSX cho co s& dirng tén dé nghi cong bé GMP.
'_S" 2. Bao cdo chat lwgng thudc vo tring: Cong ty ndp bao cdo chat lwgng cho cac san phdm: IgPro10, Albumin (human); Hizentra. Tuy nhién khong rd

céc san pham vé trung nay dugc san xuét tai dia chi nao (site nao) clia CSL Behring AG- Thuy S§ => Dé nghi giai trinh hodc b8 sung bdo céo chat
lwgng vo trung cac san phadm dwoc sdn xudt tai dia chi CSSX dang d@ nghj cong bé.
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25 |Synthon Chile El Castafio N° 145, Valle  |0032/23 Public Health Institute |Cong ty TNHH DP Viét B6 sung:
Ltda. Grande, Lampa, Santiago, of Chile Phap - Gidy Uy quyén cla co sé& san xuit cho co' s& ndp hé so danh gia dap (rng GMP.
Chile iy - Bdo cdo thanh tra GMP cla nudc s& tai twong (ng véi gidy GMP s& tai d3 ndp, dugc sao chirng thuc, hop phap héa lanh sy theo quy dinh.
8' - Gidy phép san xuit tai Annex 1 ciia SMF duwoc dich sang tiéng Anh hoic tiéng Viét. Ban trong SMF d3 ndp dang |a tiéng ban dia.
Er - Danh muc day d0 céc san pham kém dang bao ché va hoat chét tai Annex 2 clia SMF. Ban trong SMF khéng cé danh muc cu thé.
3 - Danh muc day d0 cac don vi hgp dong tai Annex 4 ciia SMF. Ban trong SMF khéng cé danh muc cu thé.
- Danh muc d3y d0 cdc thiét bj san xuat va kiém nghiém tai Annex 8 cia SMF. Ban trong SMF khéng c6 danh muc cy thé.
- Bo cdo ra soat chat lugng san pham dinh ky (PQR) d&i véi tirng dang bao ché thudc vo trung.
26 |Synthon Chile El Castano 145, Valle NL/H Health and Youth Care |Congty TNHH DP Viét BG sung:
Ltda. Grande, Lampa, Santiago, [23/2074700 Inspectorate - Phép - Gidy Gy quyén cla co s& san xuat cho co s& ndp hd so danh gia dép (rng GMP.
9380000, Chile @ |Pharmaceutical - Bdo cdo thanh tra GMP cla nudc s& tai twong (ng véi gidy GMP s& tai d3 ndp, dugc sao chirng thuc, hop phap héa lanh sy theo quy dinh.
8' Products, Netherlands - Gidy phép san xuat tai Annex 1 cia SMF duwoc dich sang tiéng Anh hodc tiéng Viét. Ban trong SMF da ndp dang la tiéng ban dia.
8' - Danh muc d3y d0 cac san pham kém dang bao ché va hoat chat tai Annex 2 cia SMF. Ban trong SMF khéng c6 danh muc cy thé.
S - Danh muc day d0 cac don vi hgp dong tai Annex 4 cia SMF. Ban trong SMF khéng cé danh muc cu thé.
- Danh muc d3y d0 cdc thiét bj san xuat va kiém nghiém tai Annex 8 cia SMF. Ban trong SMF khéng c6 danh muc cy thé.
- Bo cdo ra soat chat lvgng san pham dinh ky (PQR) d&i véi tirng dang bao ché thudc vo trung.
27 |Beijing yiling No. 17 Tianfu Street, Gidy phép ~ National Medical VPDD Shijiazhang Yiling  |B& sung bdo céo thanh tra ban day d0 twong &ng véi GCN GMP d3 dugc cap, dugc hop phap héa lanh sy theo quy dinh
Pharmaceutical Beijing Bio - engineering  |sdn xuat s& S [Products Pharmaceutical Co. Ltd.,
Co., Ltd. & Pharmaceutical Jing2019009 ,‘1‘ Administration, China
Industrial Park, Beijing, 4 g
China ~
28 |Shijiazhuang 238 Tianshan Street, High- [Gidy phép Chinese Food and Drug |VPDD Shijiazhang Yiling  |B& sung bdo céo thanh tra ban day dd tuong (ng véi GCN GMP d3 dugc cap, dugc hop phap héa lanh sy theo quy dinh
Yiling Tech Area, Shijiazhuang  |san xuat s6 Administration Pharmaceutical Co. Ltd.,
Pharmaceutical Hebei Province, China Ji20150126 o
Co. Ltd., China (cach goi khac: No. 238 S
Tianshan Street, High- 3
Tech Development Zone, ‘_O“
Shijiazhuang Hebei ~
Province, China
29 [Cisen 1. Tongji Tech Industry SD20180780 Shandong-Food and Harbin Pharmaceutical BG sung:
Pharmaceutical  [garden, Jining High & Drug Administration, Group Co. Lt General - Gidy chi*rng nhan GMP: ndi dung xac thuc clia co quan quan ly ¢ thdm quyén nudrc s& tai khdng phai béng ti€ng Anh hay tiéng Viét theo quy dinh;
Co., Ltd New Technology w |China Pharm Factory hét hiéu lyc ngay 08/10/2023; yéu cau bd sung gidy chirng nhan GMP con hiéu lyc va nodi dung duoc ghi bang tiéng Anh hoic tiéng Viét theo quy
Industries Development b=y dinh.
Zone, China.l g - Gidy Gy quyén clia nha san xuit cho co s& ndp ho so dé nghi cong bé.
2. Hai Chuan road, Jining ; - Tiép tuc b8 sung SMF cé thong tin t8ng thé cla cla toan bd nha may; day dd cac khu vire sdn xuat; layout cla toan bd nha méy va layout cy thé
High & New Technology e cla tirng workshop (ban in rd rang), tinh trang GMP tuong (rng véi cac workshop va danh muc céc dot kiém tra GMP cla Co quan quan ly dugc ¢
Industries Development thdm quy&n d&i vdi tt ca cac workshop (Do SMF d& ndp chi cé thdng tin clia 2 workshop 101 va 202).
Zone, China.
30 |Qilu Tianhe No. 849 Dongjia Town, SD20170604| . |Shandong Food and Cong ty ¢ phan thwong  |Dé nghi b8 sung theo yéu cau Dot 14 hodc ndp hd so day d tai liéu dé cong b8 GMP [an dau cho nha san xuat véi tén Shangdong Anxin
Pharmaceutical. [Licheng District, Jinan § Drug Administration, mai va phét trién Ha Lan
Co,. Ltd City, China 8‘ China
g
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31 [Jiangsu Hansoh No.5 Dongjin Road, 1520180777 China Food and Drug Cong ty TNHH Xuc tién B6 sung:
Pharmaceutical  [Economic and Technical Administration Thuong mai Dugc pham |- Gidy Gy quyén cla nha san xuit cho co s& nop ho so;
Group Co., Ltd., |Development Zone, vadautu TV - Gidy phép san xuat cia workshop HS205 va HS 206 c6 day d0 théng tin vé pham vi, tinh trang dap (‘ng GMP va cap nhat con hiéu lyc; dwgc HPHLS
Lianyungang, Jiangsu, va chirng thuc theo quy dinh (tai Phu luc 3-3 SMF néu Gidy chirng nhan s6 1520180777 chirng nhan cho workshop HS 205 va HS 206 va d3 hét hiéu
China lwc).
© - Bdo cdo thanh tra GMP dot gan nhat d&i véi workshop HS205 va HS206, dwoc HPHLS va chirng thue theo quy dinh.
= - SMF:
z + B8 sung Layout workshop HS205 va HS 206 cap sach, chénh ap, dudng di ngudi — nguyén vat liéu thé hién rd ndi dung (layout tai hd so me khong
3 rd théng tin).
~ +Tai phu luc 2 danh muc san pham, tai workshop HS205 va HS206 san xuat ca thudc thuong mai va phi thuong mai, giai trinh cac thudc phi thwong
mai la loaj nao.
- Bdo cdo chat lwvgng san pham hang ndm dung dich thudc tiém, thuéc déng khd pha tiém san xuat tai workshop HS205 va dung dich thudc diém
san xuét tai workshop HS206 d€ dugc cdng b cac pham vi nay (Tai hd so chi cé PQR cla thudc déng khd pha tiém ung thu san xuat tai workshop
HS206).
32 |Fuan BaiQuan Qijiashan NO.1, |HB20190467 Hubei Province Medical [Cong ty TNHH Xdic tién Giai trinh:
Pharmaceutical Dongxihu District of Products Thuong mai DP va Dau tu |- Bao cdo thanh tra d3 ndp 1 van ban théng bao tinh trang khi€ém khuyét, chi cho day chuyén san xuat thudc Methylprednisolone sodium
Group Hubei Wuhan, Hubei, China o Administration, China [TV succcinate for injection, khéng phu hgp véi pham vi GMP “Thu8c bot déng khoé pha tiém chira hormon”. Dé nghi gidi trinh.
Renmin (* Cach ghi khac: No.1, I - Yéu cau lam r& thém quy trinh, thdm quyén cdp GMP HB20190467 clia Hubei Province Medical Products Administration sau khi nha may thanh tra
Pharmaceutical  |Qijiashan Road, Baiquan :: b&i Trung tdm kiém nghiém thuc pham va dwoc phdm quéc gia.
Co., Ltd Town, Dongxihu District ~N - Theo gidi trinh, Cuc Quan ly Thyc phdm-Dugc phdm Quéc gia kiém tra GMP. Tuy nhién tai liéu trong hd so 1a vdn ban thong bao tinh trang khiém
Wuhan City, Hubei khuyét kiém tra hién tugng san xuat duoc phdm cla Trung tdm kiém nghiém Duoc phdm-Thuc phdm Quéc gia, khdng phai Cuc Quan ly Thyc phdm-
Province, China) Duoc phdm Quéc gia.
33 |Shenzhen Salubris [No. 1 Fenghuanggang GD2018080 China Food and Drug Van phong dai dién Pé nghi b6 sung:
Pharmaceuticals |HuaBao Industrial 4 © Administration Salubris Pharmaceuticals |- Gidy chirng nhan GMP hodc Gidy phép san xuat cdp nhat clia Co quan quan ly nudc sé tai, con hiéu lyc kém theo Bao cdo thanh tra twong tng;
Co., Ltd. District, Xixiang, Baoan b=y Limited Hng Kéng tai ban duwoc sao chirng thyc theo quy dinh (hgp phap héa lanh sy, cong chirng ...) (Tai thoi diém cong bé, gidy chirng nhdn GMP d3 hét han hiéu luc;
District, Shenzhen, China z thanh ph8 Ha Noi chua kém theo Bao cdo thanh tra tuong ing).
3 - Bo cdo ra soat chat lugng san pham thudc vo trung.
e - Gidy Gy quyén clia co s& san xuat cho cong ty dé nghj céng bé.
34 |Shenzhen Salubris [No. 1 Fenghuanggang GD2018091 China Food and Drug Van phong dai dién Pé nghi bé sung:
Pharmaceuticals |HuaBao Industrial 1 © Administration Salubris Pharmaceuticals |- Gidy chirng nhan GMP hodc Gidy phép san xuat cap nhat clia Co quan quan ly nudc sé tai, con hiéu lyc kém theo Bao cdo thanh tra twong tng;
Co., Ltd. District, Xixiang, Baoan b=y Limited Hong Kéng tai ban duwoc sao chirng thuc theo quy dinh (hgp phap héa lanh sy, cong chirng ...) (Tai thoi diém cong bé, gidy chirng nhdn GMP d3 hét han hiéu luc;
District, Shenzhen, China : thanh ph& Ha Noi chua kém theo Bao cdo thanh tra tuong ing).
; - Bo cdo ra soat chat lwgng san pham thudc vo trung.
- - Gidy Gy quyén clia co s& san xuat cho cong ty dé nghj céng bé.
35 |Yichang No.19, Dilian Road, E20200011 o |ChinaFood and Drug Cong ty CPDP va TBYT Cung cp gidy phép san xuat dwgc HPHLS, dich cong chirng theo duing quy dinh. (Tai trang 2,3,4 ban dich gidy phép san xuit (1a cac trang chira
Humanwell Yichang Development § Adminstration CAT pham vi san xuét tai dja chi No.9 Dalian Road) khéng cé dau giap lai).
Pharmaceutical Zone, Hubei, China :‘
Co., Ltd a‘
36 (Zhejiang Huahai  [Xunggiao, Linhai, 2)20190142 National Medical VPDD Zhejiang Huahai B6 sung:
Pharmaceutical Zhejiang, China 9 |Products Pharmaceutical Co., Ltd. |- Bdo cdo thanh tra GMP s& tai twong rng véi gidy GMP d3 nop, duoc sao chirng thue, hgp phap héa Ianh sy theo quy dinh. Tai liéu d3 nép chi la
Co., Ltd. 8 Administration, China tai Ha Noi théng bdo két luan thanh tra, khéng phai 13 bdo cdo thanh tra GMP.
:I: - Danh muc cac san phdm kém dang bao ché va hoat chit duwoc san xuit clia co sé tai Appendix 2 ciia SMF. SMF d nép khéng kém theo Appendix
Q nay.B
- C4c ban vé tai Appendix 6 va 7 ciia SMF, duoc in rd rang hodc bdn mém. Ban d3 ndp in nhd, ma, khong doc duoc.
37 |Sichuan Huiyu Building 3, No. 333 $C20190101| , |China food and drugs Cong ty TNHH TM va Gidi trinh b8 sung: B6 sung GCN GMP/gidy phép san xuat dugc dich sang tiéng Anh hoic tiéng Viét, dugc cong chirng va hop phap héa lanh sy theo
Pharmaceutical Hanyang Road, Shizhong § Administration, China Duoc phdm Phd Anh quy dinh
Company Limited |District, Neijiang, CN- :‘
641000, China 3'

Danh sach co s& can b6 sung, gidi trinh

Trang 5/ 47 Pot 34



Lake Technology
Development Zone,
Wuhan, Hubei Provine
(China)

STT EENCOPIRS DIA CHI e A CO’ QUAN CAP DN PE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
XUAT NHAN P
38 [Sichuan Huiyu Building 3, No. 333 $C20180007 o |China food and drugs Cong ty TNHH TM va Giai trinh bé sung: B& sung GCN GMP/gidy phép san xuat dwoc dich sang tiéng Anh hodc tiéng Viét, dugc cong chirng va hop phap héa lanh sy theo
Pharmaceutical Hanyang Road, Shizhong § Administration, China Duoc phdm Phi Anh quy dinh
Company Limited |District, Neijiang, CN- :
641000, China m'
39 |Sichuan Huiyu Building 3, No. 333 UK GMP ° Medicines and Coéngty TNHH TM va Pé nghi co s& hoan thién céc ho so dé dwoc cong b dap (rng GMP nuwérc sé tai; dé nghi ndp GCN EU-GMP ban méi nhat
Pharmaceutical Hanyang Road, Shizhong (42998 Insp S |Healthcare products Duoc phdm Phi Anh
Company Limited |District, Neijiang, CN- GMP 3 Regulatory Agency
641000, China 42998/9702 | &  |(MHRA), United
25-0004 " |Kingdom
40 (Zhejiang Jingxin  [No. 800 Xinchang East 220190102 China Food and Drug VPDD Salubris Giai trinh:
Pharmaceutical Road, Yulin subdistrict, Administration Pharmaceuticals Limited |- Nha may gdm nhiéu workshop, m&i workshop cé pham vi san xuat khac nhau. D& nghi lam r& Gidy chitng nhan GMP/Béo cdo thanh tra trong hd so
Co., Ltd. Xinchang County, o tai TP HN 1a c6ng b6 cho Workshop nao.
Zhejiang, China 3 - Cong ty ndp gidy chirng nhan GMP ban sao cong chirng HPHLS tuy nhién phan chitng thuc trang cudi Ia tiéng Trung Quéc. Dé nghi bé sung ban
3 dich cong chitng
z - Bdo cdo thanh tra chi |a ban sao khéng phai |a ban hop phap héa lanh sy theo quy dinh, chua rd thong tin co quan thanh tra. Dé nghi giai trinh va
~ b6 sung ban hop phap hoéa lanh sy va chirng thuc theo dung quy dinh theo dung quy dinh
- D& nghj bd sung SMF véi day dl phu luc va layout theo ding nhu hwéng dan WHO-GMP/PIC/s-GMP/ EU-GMP.
- B& sung xac nhan cla co quan quan ly cé thdm quyén nudc s& tai GMP- China tuwong duong WHO- GMP (néu cd).
41 |Humanwell No.99, 2nd Shendun Thong bao China Food and Drug Céng ty c8 phan Dugc B& sung:
PuraCap Road, East Lake New két qua Administration pham va thiét bj y t& C.A.T|- B6 sung gidy Gy quyén cla nha san xuit cho co s& ndp hé so.
Pharmaceuticals |Technology thanh tra: - Gidy phép san xuét dé lam rd hiéu lyc GMP cla co s& san xuat, dwgc HPHLS va chitng thyc theo quy dinh.
(Wuhan) Co., Ltd |Devevlopment District, E.Y.S.NO.20 - Bo cao thanh tra GMP d3y d0 ndi dung, dwgc HPHLS va chirng thuc theo quy dinh (Tai liéu ndp chi la Théng cdo két qua thanh tra GMP dot 18-
Wuhan, Hubei 430206 21-41 b 20/08/2021; tai Théng bao ghi rd chi cho viéc dang ky tai nudc ngoai).
Chinal S - SMF:
(cach ghi khac: No.99, ba + B8 sung layout t8ng quat nha may thé hién rd chirc ndng tirng khu vure/ tda nha. B8 sung layout thé hién tirng line A, Line B clia workshop 1,
Shendun 2nd Road, East S workshop 2 nhu mé ta cla théng bao két qua thanh tra clia co quan quan ly Trung Quéc.
Lake Technology + B6 sung danh muc thiét bi (sdn xu4t, kiém nghiém) béng tiéng Anh/ tiéng Viét (Tai liéu nop tai hd so béng tiéng Trung)
Development Zone,
Wuhan, Hubei Provine
(China)
42 |Humanwell No.99, 2nd Shendun FEI: United States Food and [Céng ty c6 phan Duoc BG sung:
PuraCap Road, East Lake New 30101639190 Drug Administration pham va thiét bjy t& C.A.T|+ B8 sung cac ndi dung dé cong b& GMP nudc s tai trudce khi cong b US c.GMP.
Pharmaceuticals |Technology CPP: CIBX- (U.S. FDA) + Tai thoi diém ndp ho so, bao céo thanh tra d3 qua 03 ndm.
(Wuhan) Co., Ltd |Devevlopment District, 47B9
Wuhan, Hubei 430206 a
Chinall 8.
(cach ghi khac: No.99, a
Shendun 2nd Road, East <3
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43 |[Reyoung No. 6, Erlangshan Road, [SD20130103 State Food and Drug Sinobright Pharma Co., B6 sung:
Pharmaceutical  |Yiyuan County, Shandong Administration, China  |Limited - Gidy Gy quyén clia co s& san xuat cho co s& ndp hod so dé nghj danh gia.
Co., Ltd. Province, China - Gidy GMP c4p nhat va bdo céo thanh tra twong (ng, ca hai dwoc sao chirng thye, hgp phap héa lanh sy theo quy dinh.
- Danh muc cc dot thanh tra GMP tai co' s& trong 3 ndm gan day.
- SMF theo dung hudng dan cia WHO/EU/PIC/S c6 ddy da thong tin ma hd so, ngudi phé duyét, ngay hiéu lyc, dénh s6 trang/tong so trang.
- Gidy phép san xuat clia co sé.
< - Ban v& layout t8ng thé clia toan b co s& san xuat tai dia chi dé nghi danh gid, thé hién ré va thuyét minh vai tro clia céc khu vue, toa nha,
2' workshop.
S - C4c ban v& so dd phan cap sach, so d6 phan b8 chénh 4p, so d6 dudng di clia ngudi, nguyén vat liéu, sdn phadm tai Appendix 6 clia SMF, thé hién
X rd ban vé cla building nao, tdng may, workshop nao, dwoc in rd rang hodc ban mém.
- So d6 flowchart thé hién quy trinh san xuat céc dang bao ché dugc san xuat tai co so.
- So d6 nguyén ly hé théng san xuat nudc tinh khiét.
- So d6 hé théng phan phdi nuwdc tinh khiét, nudc pha tiém cé ghi rd tén diém/phong st dung (ban da ndp chi c6 ma sé céc diém sir dung, khéng cé
tén phong).
- Danh muc cac thiét bj san xuat (phan rd theo tirng building, workshop) va thiét bj kiém nghiém.
- Théng tin vé viéc tham dinh cac quy trinh sdn xuat tai co sé.
44 |Harbin No. 388 Hahei Road, CN20140222 Food and Drug IL-Yang Pharm Co., Ltd. B& sung:
Pharmaceutical  [Hulan Dist. Harbin, China Administration, China - Gidy Gy quyén clia co s& san xuat cho co s& ndp hd so dé nghj danh gia.
Group Co., Ltd. < - Gidy GMP nudc s& tai cap nhat va bdo cdo thanh tra tuwong (rng, cd hai dugc sao chirng thue, hop phap héa 1anh sy theo quy dinh.
General Pharm. 3 - Danh muc cac dot thanh tra GMP tai co' s& trong 3 ndm gan day.
Factory E - SMF thé hién toan bd cac hoat dong tai dia chi co s& d& nghi danh gid. SMF d& ndp chi cho phan san xu4t thudc tiém Penicillin.
<O'r - Cac ban vé so d6 mét bang, so d6 phan cap sach, so d6 phan bs chénh 4p, so d6 dwong di chia nguoi, nguyén liéu, san pham (tai Appendix 6 cla
e SMF), ban v& hé théng nudc (tai Appendix 7 clia SMF) duoc in rd rang hodc ban mém, dugc dich sang ti€ng Anh hodc ti€ng Viét.
- Layout t8ng thé toan b site cia nha may (Site layout/site plant) thé hién tat ca cac building, workshop, khu vuc tai dia chi @& nghj danh gia va
thuyé&t minh kém theo vé vai trd cta chung.
45 [Zhuhai United No. 2428, Anji Road ES/107HV/2 ~ |Asency for Medicines Zhuhai United Pé nghi b6 sung gidy chirng nhan GMP do Tay Ban Nha cap dugc hop phap héa Ianh sy va chirng thyc theo quy dinh.
Laboratories Co., [Jinwan District, Zhuhai- 2 S [and Health Products Laboratories Co., Ltd B& sung danh muc céc dot thanh tra trong ba ndm gan day.
Ltd Sanzao Town, 519040 ; (AEMPS), Spain Gidy phép san xut va bao cdo thanh tra do Trung Quéc cap chua cd, d& nghi bd sung.
Guangdong Province, 2 H® so t&ng thé clia nha san xuat: d& nghi b8 sung day dd phu luc theo quy dinh.
China o
46 |Hangzhou No. 70, Xinzhou Road, 7)20150159 China Food and Drug Congty TNHH Y Duoc B& sung:
Hugingyutang Yunhe Street, Yuhang » |Administration, China phdm Phuong Déng - Gidy Gy quyén clia co s& san xuat cho co s& ndp hod so dé nghj danh gia.
Pharmaceutical District, Hangzhou City, 3 - Gidy GMP cép nhat va bdo cdo thanh tra tuong tng, ca hai dugc sao chirng thue, hgp phap héa lanh sy theo quy dinh.
Co., Ltd. China : - Ban vé layout t8ng thé cla toan bod co s san xuit tai dia chi dé nghi danh gid, thé hién rd va thuyé&t minh vai tro clia céc khu vy, toa nha,
:‘.; workshop.
~ - C4c ban vé layout tai Appendix 5 ciia SMF dugc ghi rd théng tin 13 ban v& clia workshop nao, building nao, tang may.
- Danh muc t4t ca céc san phdm dwoc san xust tai co s& va dang bao ché, hoat chat tuong (ng.
47 |[Pizhou Futong Paoche Rd, High-Tech ZTCB202100 - Jiangsu Food and Drug  |Amoli Enterprises limited |- D& nghj bé sung:
Biochemicals Co., |Development Zone, 01 S |Administration, China + B sung gidy Gy quyén clia co s& san xuat cho co s& dé nghi cdng b6; Gidy phép san xuit dwgc cdng chirng va hop phap I3nh sy; Béo cdo thanh tra
Ltd. Pizhou 221300, Jiangsu, : ban day du dugc cong chirng va hgp phap héa Ianh sy theo quy dinh.
China 2 + B8 sung so d6 nha xuwdng, thé hién rd cap sach, chénh 4p, dudng di clia ngudi, nguyén liéu; so d6 hé théng nudc, HVAC; danh muc thiét bj san
- xuat, kiém nghiém chinh; danh sach céc dot thanh tra trong 03 ndm
48 |Taiji Group No. 1 Taiji avenue & No. 8 |CQ2019001 Food and Drug Cong ty TNHH Y Duoc BG sung:
ChongQing Fuling |Baihua road, Fuling 6 Administration, China  |phdm Phuong Dong - Gidy Uy quyén cla co s& san xudt cho co s& ndp hé so dénh gid dap (rng GMP.
Pharmaceutical district, ChongQing, China - Danh muc cp nhat cac dot thanh tra GMP tai co s& trong 3 ndm gan day.
Company Limited - Céc ban v& so d6 phan cap sach, so d6 phan bé chénh 4p, so d6 dwong di clia ngudi, nguyén vat liéu, san pham tai Appendix 1 ciia SMF cho tat ca
o] cac nha mdy (factory), phan xuwdng (workshop) & cac tang cla cac building, dwoc in rd rang hodc ban mém. Trong hod so d3 ndp chi cé ban vé cla
S xudng thudc nudc udng tai nha may 2 va nha may 4.
8' - Danh muc céc thiét bi san xuAt tai tit ca cdc nha mdy (factory), phan xwéng (workshop). Trong hé so dd ndp chi cé danh muc thiét bi tai xwéng san
3 xuat thudc nwdc udng.

- Danh muc céc thiét bj kiém nghiém. H6 so d3 ndp khéng cé danh muc nay.

- Ban vé layout t6ng thé clia toan bd co s& san xuat tai hai dia chi d& nghj dénh gia (No. 1 Taiji avenue va No.8 Baihua road), thé hién rd va thuyét
minh vai trd cla céc khu vue, tda nha, workshop, factory.

- Danh muc t4t ca céc san pham duoc san xuat tai co sé va dang bao ché, hoat chat twong ¢rng.
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49 ([Shenzhen No.5 Lutian Road, Jinsha Medical Products Cong ty TNHH Dau tv - B& sung GCN GMP |a ban sao chirng thye va duwgc dugc hgp phap héa I3nh sy theo quy dinh. Trudng hop Co quan quan ly nuwdce sé tai khéng cap
Zhonghe Community, Kengzi Administration of phét trién va cong nghé  [GCN GMP ban gidy thi yéu cau phai cung cap dudng link website chinh thirc va chirng thuc, HPHLS trén ban in tir website).
Headway Bio-Sci |Street, Pingshan District, Guangdong Province, Hoa Binh - B& sung bao cdo thanh tra GMP 13 ban sao chirng thyc va dwgc hgp phap hoéa lanh sy theo quy dinh
& Tech Co., Ltd. [Shenzhen, China China - P& nghi b6 sung gidy Oy quyén clia CSSX cho cong ty dé nghi cong bd 13 ban sao chirng thuc va dugc hgp phap héa lanh sy theo quy dinh.
- Site Master File: BS sung Layout nha mdy |a céc ban rd rang, chu thich day d, thé hién dudng di cla nguyén liéu, con ngudi, chénh ap, cp sach....
BG sung hé théng so d6 khi nén.
50 |Shenzhen No.5 Lutian Road, Jinsha Medical Products Céng ty TNHH Dau tuw - B& sung GCN GMP 13 ban sao chirng thyc va dwoc dugc hgp phap héa lanh sy theo quy dinh. Trudng hop Co quan quan ly nwéce sé tai khong cap
Zhonghe Community, Kengzi Administration of phéat trién va cong nghé  [GCN GMP ban gidy thi yéu cau phai cung cap dudng link website chinh thirc va chirng thue, HPHLS trén ban in tir website).
Headway Bio-Sci [Street, Pingshan District, Guangdong Province, Hoa Binh - B6 sung bao cdo thanh tra GMP 13 ban sao chirng thyc va dwoc hop phap héa lanh sy theo quy dinh
& Tech Co., Ltd. [Shenzhen, China China - Dé nghi b6 sung gidy Uy quyén cla CSSX cho cong ty dé nghi céng b 13 ban sao chirng thuc va dugce hgp phap héa I3nh sy theo quy dinh.
- Site Master File: B6 sung Layout nha may la céc ban rd rang, chu thich day du, thé hién dwong di ciia nguyén liéu, con ngudi, chénh ép, cap sach....
BG sung hé théng so db khi nén.
51 [(Jiangsu Hengrui  [No. 38 Huanghe Road, 1520180923 China Food and Drug Cong ty TNHH Binh Viét  |1. D& nghj b6 sung:
Medicine Co., Economic and Administration Drc (Bivid Co., Ltd) - Gidy xac nhan thay d6i tén nha san xuat tir co quan quan ly cé tham quyén dugc cong chirng hop phéap héa theo quy dinh
L.t.d. Technological © - Bdo cdo thanh tra twong ng véi gidy chirng nhan GMP duoc cong chirng hop phap héa lanh sy theo quy dinh
Development Zone, a - Danh muc cac dot thanh tra GMP trong 3 ndm gan nhat
Lianyunguang, China. S - Bdo cdo thanh tra chat lvgng san pham vé trung 1 san pham/ 1 dang bao ché

; - Gidy Gy quyén clia CSSX cho cdng ty D& nghj céng bé.

- 2. D& nghi gidi trinh 1am rd (va cung cap tai liéu lién quan), xac dinh tinh can thiét va mirc d6 riéng biét vé nha xwéng (facilities) va/hoic trang thiét
bi sdn xuat, céc bién phap han ché nguy co dugc xéc dinh trén co s& dénh gia nguy co va tham dinh vé sinh d6i véi tirng san phdm chira hoat chat
chéng ung thu.

52 |Jiangsu Hengrui  [No. 38 Huanghe Road, 1520180871 Jiangsu Food and Drug  |Cdng ty TNHH Binh Viét  [1. D& nghij b8 sung:
Medicine Co., Ltd. |Economic & Administration, China  |Durc (Bivid Co., Ltd) - Gidy xac nhan thay d6i tén nha san xu4t tir co quan quan ly c6 thdm quyén dugc chirng thuc (hgp phap héa lanh sy, cong chirng) theo quy dinh.
Technological - GCN GMP cép nhat, con thoi han hiéu lyc c6 ndi dung in rd rang kém theo Bao cdo thanh tra twong (ng; ban duoc chirng thuc (hgp phap héa lanh
Development Zone, s, cong chirng) theo quy dinh (Tai thoi diém céng b, GCN GMP d3 hét thoi han hiéu lyc; phan pham vi trén GCN bang tiéng anh in m& va bi che
Lianyunguang, China 18p, khéng doc dugc. HB so chua kém theo Béo céo thanh tra).

x - Bo cdo thanh tra chat lvgng san pham vé trung 1 san pham/ 1 dang bao ché.

8' -Gidy Uy quyén clia CSSX cho cong ty Dé nghj cong bd

S 2. Dé nghij giai trinh:

3 Co s& dé nghij cong bé pham vi chitng nhan: Thudc tiét trung cudi: dung dich tiém thé tich nhd. Tuy nhién trén Site Master File, tai gidy phép san
xuat va Appendix 2 khéng cé dang bao ché nay, chi c6 dang bao ché: dung dich tiém thé tich nhoé (bao gdm thudc chéng ung thu, thudc hudng tdm
than, khéng tiét trung cudi)

53 |Centro de Avenida 31, entre 158y |024-22-B Centro para el Control  |Céng ty C6 phan Y t& Dirc |B& sung bdo céo thanh tra twong (g, ban dugc in rd rang va cé day da thong tin.
Ingenieria 190, Cubanacan, Playa, La Q |Estatal de Minh
Genéticay Habana (Planta 1), Cuba 8 Medicamentos, Equipos
Biotecnologia 3[ y Dispositivos Médicos
(CIGB) & |(CECMED), Cuba
54 |Centro Nacional |Carretera Beltran,Km1 |011-21-B Centro para el Control  |Cong ty TNHH MTV Vac  |B& sung ban dich céng chirng (sang tiéng Anh hodc tiéng Viét) ctia Gidy GMP va Quyét dinh cap gidy GMP. Ban da nop trong ho so |a tiéng Tay Ban
de Biopreparados |%, Bejucal, Mayabeque, < |Estatal de xin va sinh phdm s6 1 Nha.
(BIOCEN) Cuba g. Medicamentos, Equipos
8 |y Dispositivos Médicos
N |(CECMED), Cuba
55 |Centro de Calle 216 y esquina 15, 009-21-B Centro para el Control  [Cong ty TNHH MTV Vic  [BG sung ban dich cong chirng (sang tiéng Anh hodc tiéng Viét) clia Gidy GMP va Quyét dinh cip gidy GMP. Ban d3 ndp trong ho so |a tiéng Tay Ban
Inmunologia Reparto Atabey, Playa, La Estatal de xin va sinh pham s6 1 Nha.
Molecular (CIM) - |Habana, Cuba < |Medicamentos, Equipos
Planta de g y Dispositivos Médicos
Produccién de & |(CECMED), Cuba
Anticuerpos N
Terapéuticos
(ANTYTER)
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56 |Vogen Agios Athanasios VOGEN/202 m |Pharmaceutical Services |Cong ty TNHH TM va Tai muc 4.1.2 HO so tng thé, co s& san xuat khong cé hé thng x{r ly nuwdrc. Viec vé sinh thiét bi tiép xuc truc tiép st dung IPA.
Laboratories Ltd  |Industrial Area, Michail 3/001 § Ministry of Health, Duoc phdm HT Viét Nam [D@é nghi cong ty bé sung quy dinh GMP clia EU vé viéc vé sinh thiét bi nha xwdng trong trwdng hop chi can dung chat tay rira, khéng dung thém
Irakleous 70, Agios 8‘ Cyprus nudc tinh khiét.
Athanasios, 4101, Cyprus ﬂl
57 | Ferring-Lé¢iva a.s |Ke Skéle 455 252 50 sukls18128/ m |State Institute for Drug |VPDD Ferring Private LTD |D& nghi b6 sung gidy dy quyén clia co s& san xuat cho cong ty d& nghi cong bé |a ban sao chirng thyc va dugc hop phap héa lanh sy theo quy dinh
Vestec 2023 § Control, Czech Republic |Singapore tai TP HCM
(Areal spolec¢nosti ECP, g‘
a.s.), Czech Repulic %H
58 |[Zentiva, k.s, U kabelovny 130, 102 37 |sukls252740 State Institute for Drug |RV Group (S) Pte Ltd Giai trinh:
Praha 10, Dolni /2020 Control (SUKL), Czech 1) D& nghi giai trinh theo yéu cau Dot 23, cu thé:
Mecholupy, Czech < |Republic - So d6 téng thé nha mdy chi rd hoat déng cla tirng tda nha trong nha may.
Republic 8' - Cung cap cac hd so chirng minh céc sdn pham hoat tinh cao, thuéc hormon sinh duc, thudc anti neoplastic, thudc protaglandin dugc san xuat
8 chung, sdn xuat theo chién dich trén day chuyén san xuat thudc théng thudong:
S +Danh gid nguy co theo hudng dan cla EU.
+ Phé duyét chap thuan cla co quan quan ly duoc.
2) B8 sung Uy quyén dirng tén ding ky thudc clia co s& san xuét cho cong ty dé nghj cong bé.
59 |[Siegfried Hameln ([Langes Feld 13, 31789 DE_NI_02_G| , [Coquanthdm quyén Céng ty TNHH Binh Viét | Gidi trinh:
GmbH Hameln, Germany MP_2023_0 § burc burc B& sung gidy chirng nhan véi ding pham vi san xuit dé duoc cong b6.
001 8‘
8
60 [BAG Health Care |BAG Health Care GmbHE [DE_HE_01_ Co quan thdm quyén Cong ty TNHH Dugc B& sung:
GmbH AmtsgerichtsstraBe 1-5, D-|GMP_2022_ | & [buc ph&m Béch Viét + Gidy Uy quyén clia co s& san xuat cho co s& ndp ho so;
35423 Lich, Germany 0152 2‘ + Gidy chirng nhan GMP c6 néu danh séch san phdm duoc lam rd tai Annex 8 clia Gidy phép san xuét. Dé nghj b6 sung Annex 8 c6 HPHLS theo quy
) dinh.
A + Pham vi cé thay d8i so véi pham vi d3 cong bé. D& nghi b8 sung SMF cap nhat.
61 [Boehringer Binger Strasse (hodc DE_RP_01_ « |Coquan tham quyén VPDD Boehringer Khéng cong b dang bao ché: "vién nén phéng thich cham" do d& ndm trong pham vi chirng nhan vién nén.
Ingelheim Pharma [Strape hodc Str.)173, GMP_2022_ § burc Ingelheim Pharma GmbH
GmbH & Co. KG 55216 Ingelheim am 0046 S‘ tai Tp HCM
Rhein, Germany. m‘
62 |Ferring GmbH Wittland 11, 24109 (hogc [DE_SH_01_ — |Co quan thdm quyén VPDD Ferring Private Ltd. |D8i véi thuBc vo trung, cdng doan déng géi san xuat bao gdm ca déng goi so cap. Nén khdng cong b pham vi nay.
D-24109) Kiel, Germany  |GMP_2021_ § Duc
0038 g'
Q
63 |Biotest AG - Dja chisx: DE_HE_01_ Co quan thdm quyén Coéng ty CP Thwong Mai | Giai trinh: Cong ty xin cong b8 Bot va dung méi pha tiém Haemoctin SDH 250 va Haemoctin SDH 500, tuy nhién trong danh muc san xuét chi c6 Bot
IndustriestraBe 14 GMP_2023_ Burc Duwoc Hoang Long dong khé Haemoctin SDH 250 va Haemoctin SDH 500, khéng c6 dung méi pha tiém.
(Industriestrasse 14), 0085
Landsteinerstrafe "
(Landsteinerstrasse) 3, 5 S
va 10, Siemensstrape E
(Siemensstrasse) 7 va 24, 3
63303 Dreieich, Germany e
- Dja chi dang ky:
Landsteinerstrasse 5,
63303 Dreieich, Germany
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64 [RubiePharm Briider-Grimm-StraRe 62, |DE_HE_01_ Co quan thdm quyén Céng Ty TNHH Duoc D& nghi b6 sung GMP cap nhat, duwgc HPHLS ching thuc theo quy dinh. (Cong ty xin gia han hiéu lyc dén 31/12/2023 theo chl trwong clia EMA gia
Arzneimittel 36396 Steinau an der GMP_2022_ ~ Dlrc Pham Nhat Anh han ty dong hiéu lyc GCN GMP trong thai gian dich Covid 19. Hién nay hiéu lyc GMP gia han ciing d3 hét han.)
GmbH StraRe, Germany 0020 S
(* Cach ghi khac: Briider- S
Grimm-StraRe 62, 36396 3
Steinau a. d. StralRe, e
Germany)
65 |Klocke Pharma-  [Klocke Pharma - Service |DE_BW_01_ Co quan thdm quyén VPDD Getz Pharma (PVT) |D& nghij b6 sung:
Service GmbH Appenweier, StraBburger |GMP_2021_ Purc Ltd tai Tp.HCM Co s& san xuat chua cé thudc dwoc cap s6 ddng ky tai VN. D@ nghi b6 sung Gidy Qy quyén clia co s& san xuat cho co s& ndp ho so dé nghij cong bs.
Str.77,77767 0001 . Pham vi d& nghi cdng b6 rong hon pham vi d3 cdng bé trén trang web cla Cuc QLD. Tuy nhién SMF chi dé cap cac dang bao ché: thubc bot, c6m,
Appenweier, Germany S vién nén, vién nén bao, vién nang ctrng. Dé nghi bd sung SMF cap nhat va day dd phu luc dinh kém phu hgp pham vi chitng nhan dé nghi bé sung dé
S xem xét. B& sung so dd nha xudng thé hién tirng khu vire san xuat tén phong, cap sach, chénh 4p, dudng di con ngudi/nguyén liéu ...) va so d6 hé
,?, théng xt ly nwdc - ban in rd rang hodc file mém, danh muc cac san pham san xut san xuat tai co sd.
- Tra c(ru trén EudraGMP — khéng thdy GCN DE_BW_01_GMP_2021_0001, co s& d3 c6 GCN cip nhat. D& nghij b6 sung gidy chirng nhan GMP c4p nhat
dugrc sao chirng thye theo quy dinh (hgp phédp hoa lanh sy, cong chirng ...).
66 |[Cesra Cesra Arzneimittel GmbH |DE_BW_01_ Co quan thdm quyén VPDD Getz Pharma (PVT) |1. B8 sung:
Arzneimittel und Co. KG, GMP_2021_ Birc Ltd tai Tp.HCM Gidy chirng nhan GMP: Nbi dung chi*ng thurc bang tiéng Dirc. D& nghi cung cap ban dich cong chitng ti€ng Anh hodc tiéng Viét.
GmbH und Co. KG |Braunmattstr. 20, 76532 |0159 2. Gidi trinh:
Baden-Baden, Germany - SMF version 22: Annex 6 c6 So d6 nha xudng, tuy nhién ban in chua rd rang (vi du: trang 54, 55), Annex 7 cling m&, khéng ré chir. Dé nghi cung
cap ban in rd rang thé hién tirng khu vue san xudt; phan viing cap sach, chénh 4p, dudng di (cé théng tin bing tiéng Anh hodc tiéng Viét cac
2 phong/khu vire san xuat); so d6 hé théng xir ly nudc.
8' - Cong ty d3 gidi trinh vé viéc SMF khdng dé cép viéc san xuit thubc udng dang 16ng; thudc bét; thudc c8m; thudc dugc liéu; vi lwgng ddng cin
2. (App2 va Muc 6/SMF) nhu gidy GMP; Danh muc thiét bi chi dé cap cac thiét bj san xuit c6m, bdt, vién nén 13 do: vi nhitng hoat ddng san xuat nay
X théng qua HD gia cdng vdi CSSX khac va san xuat cac thubc do co s& Iam chu s& hivu. Tuy nhién — théng tin tai Muc 2.3 va Annex 4 SMF chi cho thay
hoat déng san xuat hop dong cho mét s6 khau (déng nang vién nang cirng, sdn xuit thuéc m&, bao vién nén) chir khéng cé hoat déng hop dong
nao lién quan dén thudc udng dang 1dng; thudc bot; thudc cdm; thudc dugrc liéu; vi lugng dng can. Yéu cau gidi trinh.
- Gidy phép san xuat trong Annex 1 cho thay co s& khéng dugc cap phép cho pham vi thuéc dang 1dng duing ngoai, nhung gidy chirng nhan GMP lai
c6 pham vi nay. Yéu cau giai trinh.
- SMF danh muc san pham chi cé cac thubc dugc liéu (vién nén bao, vién nang cirng, md). Dé nghi giai trinh.
67 |Merz Pharma Am Pharmapark, 06861  |DE_ST_01_G| ., [Co quanthdm quyén Coéng ty TNHH ARQon B& sung Gidy Uy quyén cla co s& sdn xuat cho co s& ndp hd so dénh gia dap tng GMP.
GmbH & Co. KGaA |Dessau-RoRlau, Germany |MP_2022_0 § Duc Viét Nam
057 S'
S
68 |DSM Nutritional |Emil-Barell-Str.3, 79639 |DE_BW_01_ Co quan thdm quyén Coéng ty c6 phan hda chat |1. B sung:
Products GmbH  |Grenzach-Wyhlen, GMP_2023_| = |Duc A Chau + Gidy Uy quyén clia co s& san xuat cho co s& ndp hd so;
Germany 0023 8 + SMF: b8 sung phu luc vé gidy phép san xuat, danh muc dang bao ché dugc phép san xuat, so dd nguyén ly AHU, layout nha xudng san xuat
Ry Thiamin (Building 86) (layout c&p sach, chénh &p, duwéng di con ngudi, nguyén vat liéu), lvge dd san xuat.
i 2. Giai trinh viéc sdn thudc Thiamine nitrat (Tai Muc 4.3 SMF: nha xudng san xuat B1 tai Building 86 chi v&i Thiamine Mononitrate, Thiamine
e hydrocloride).
69 |DSM Nutritional |Emil-Barell-Str.3, 79639 |DE_BW_01_ Co quan thdm quyén Coéng ty cd phan héa chat |1. B sung:
Products GmbH  |Grenzach-Wyhlen, GMP_2023_| = |buc A Chau + Gidy Uy quyén clia co s& san xuat cho co s& ndp hd so;
Germany 0022 8 + SMF: b8 sung phu luc vé gidy phép san xuat, danh muc dang bao ché dugc phép san xuit, so d6 nguyén ly AHU, layout nha xudng san xuat
E Thiamin (Building 86) (layout c&p sach, chénh &p, duwdng di con ngudi, nguyén vat liéu), lvge d6 san xuat.
i 2. Giai trinh viéc sdn thudc Thiamine nitrat (Tai Muc 4.3 SMF: nha xudng san xuat B1 tai Building 86 chi v&i Thiamine Mononitrate, Thiamine
e hydrocloride).
70 [DSM Nutritional |Emil-Barell-Str.3, 79639 |DE_BW_01_| _ |Coquan tham quyén Coéng ty c6 phan héa chat |B6 sung:
Products GmbH  |Grenzach-Wyhlen, GMP_2023_| & [buc A Chau - Gidy Uy quyén cla co s& san xudt cho co s& ndp hé so dénh gid dap (rng GMP.
Germany 0024 z - Gidy phép san xuit tai Appendix 12.1 clia SMF. SMF d3 ndp khéng dinh kém Appendix nay.
E - Layout cla cdc nha xudng san xuit tai Appendix 12.5 clla SMF. SMF d3 ndp khoéng dinh kém Appendix nay.

- Lwu d6 quy trinh sdn xu4t (Process flowchart).
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71 [Merckle GmbH Graf-Arco-Str. 3, 89079 DE_BW_01_ Co quan thdm quyén VPDD Actavis P& nghi bé sung:
Ulm, Germany GMP_2020_ Dlrc International Limited tai [1. Gidy chirng nhan GMP con hiéu luc, ban dwoc chirng thuc (hop phap héa lanh sy, cong chirng) theo quy dinh (Tai thai diém ndp ho so, Gidy
0154 < Viét Nam chirng nhan GMP d3 hét han (ngay 28/11/2021). Check trén Eudra d3 cé gidy méi).
8' 2. So' d6 nha xwdng ban in rd rang thé hién tirng khu vuc sdn xuat (tén phong, dwong di ca nguyén liéu, con ngudi, cap sach, chénh ap ...), ban
:. duoc chi thich bang tiéng Anh/ tiéng Viét (Layout nha may cung cip déu |a tiéng Dic).
= 3. Gidy Oy quyén ding tén dang ky tir nha san xudt ban duoc céng chirng hop phap héa lanh sy theo quy dinh (Tra ctru trén dichvucong chua thay
két qua Actavis drng tén nha dang ky cho nha san xuat nay).
72 |[Laboratorios Avda. Miralcampo, 7, Pol. |ES/082HVI/2 Agency for Medicines Cong ty Anvo Pharma Coéng ty cung cap CPP cla san pham ANVO-Rabeprazole d€ dé nghj b sung pham vi "vién nén bao tan & ruét". Tuy nhién Cuc QLD chi céng b8 theo
Liconsa, S.A Ind. Miralcampo, 3 and Health Products Canada Inc. ding dang bao ché dugc ghi trén gidy GMP va san pham "Vién nén bao tan & rudt" da nam trong pham vi "Vién nén bao phim" dang dugc cong bé.
Azuqueca de Henares, (AEMPS), Spain
19200 Guadalajara, Spain
(* Céch ghi khac: Avenida
Miralcampo 7, Poligono
Industrial Miralcampo, iy
19200 Azuqueca de 2‘
Henares, Guadalajara, 8
Spain hodc Avda. Q
Miralcampo, No 7, Pol.
Ind. Miralcampo, 19200
Azuqueca de Henares
(Guadalajara), Spain)
73 |Prasfarma SL C/ Sant Joan, 11-15, NCF/2322/0 m  |Ministry of Health of Coéng ty TNHH Dugc D& nghi b6 sung Gidy Gy quyén cla nha sdn xuat cho co s& dé nghj cong bé
08560 Manlleu 01/CAT § Goverment of Catalonia, |phdm DO HA
(Barcelona), Spain g‘ Spain
:
74 |Altan Poligono Industrial de ES/078HVI/2| ., |Agency for Medicines Cong ty TNHH DP U>N>I  |D& nghi b8 sung GCN EU-GMP méi dugc hgp phap héa l3nh sy theo quy dinh.
Pharmaceuticals, |Bernedo, s/n, Bernedo, 3 § and Medical Devices
S.A. 01118 Alava - Spain g (AEMPS), Spain
a
75 |LABORATORIOS [Mateo Inurria, 30, ES/065HVI/1 Agency for Medicines  [Cong ty c8 phan dugc 1. B8 sung:
ALTER, S.A. Madrid, 28036 Madrid 8**/2 and Health Products ph&m Duy Tan - B8 sung gidy Gy quyén cla nha san xuit cho co s& ndp hoé so;
Espana, Spain (AEMPS), Spain - BG sung gidy chirng nhan cép nhat con hiéu lyc (Tai thoi diém ndp hd so, co s& da co dot ki€m tra cap nhat. Tai thoi diém hién tai, da c6 nhiéu dot
dénh gia véi han cu thé (han <3 n&m) vi vdy khéng thudc dién gia han ty déng theo chinh sach ciia EMA.
N - SMF:
8' + Layout cap sach, chénh ap, dudng di ngudi — nguyén vat liéu tirng building 12, 26 bang tiéng Anh hoic tiéng Viét (layout tai hd so bang tiéng Tay
3 Ban Nha).
3 + Danh muc thiét bi san xu4t tai Building 12, 26 (Tai h6 so chi c6 danh muc thiét bj building R&D);
2. Gidi trinh:
- Tai muc 1.2 SMF cé dé cap co s& san xuat c6 san xuat m§ pham, dé nghi gidi trinh viéc san xust m§ phadm thyc hién tai nha xuwéng nao.
-Tai Phu lyc 2 SMF danh muc san pham chi cé thudc dang rén, khong cé cac san pham thudc nudre theo cac pham vi tai GCN GMP.
76 |Lainco, SA Poligon Industrial Can NCF/2216/0 Ministry of Health of Coéng ty ¢ phan duoc Pé nghi b6 sung:
Jardi Avgda. Bizet, 8-12 01/CAT N |Government of pham Minh Ky 1. Ban in rd rang so do mat bang téng thé; so d6 nha xwdng thé hién tirng khu vire san xudt (tén phong, dudng di ca nguyén lidu, con ngudi, cap
08191 Rubi Barcelona, g. Catalonia, Spain sach, chénh ap ...) va so d6 hé thdng nuéc (Appendix 7); dwoc chi thich bang tiéng Anh/ tiéng Viét theo quy dinh.
Spain. 3 2. Danh muyc thiét bj san xuat
o
-
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77 |Recipharm Parets |C/Ramén y Cajal, 2 08150 |NCF/2157/0 — |Ministration of Health  |C8ng ty TNHH Medfatop | Chuwa b& sung so d& phan cép sach, so d chénh &p, d& nghi ti€p tuc gidi trinh bd sung.
S.L.U Parets Del Vallés, 01/CAT § of Government of
Barcelona, Spain 3‘ Catalonia - Spain
)
-
78 |ADRENA Poligono Mocholi, C/ NCF/01/202 The Government of Van phong Dai dién Pé nghi b6 sung:
PAMPLONA S.L Noain, n0 de Noain, 2 Navarra, Spain SCIGEN PTE., LTD * Gidy Oy quyén: Cong ty dang ky dénh gid chua cé gidy Gy quyén, dé nghij cung cap bd sung.
31110 (Navarra), Spain * Gidy chirng nhan GMP EU: Phan chirng nhan san xuat cla gidy chirng nhan GMP cé chirng nhan cho cac san phdm bao ché trung gian, nén khéng
c6ng b8 pham vi nay do san phdm ddng ky & Viét Nam I3 thudc thanh pham.
I~ * SMF:
8' - Tén trén SMF khéng théng nhat véi chirng chi GMP (trén chirng chi la ADRENA PAMPLONA S.L, trén SMF |3 ADRENA PAMPLONA S.L.U) dé nghi gidi
8 trinh b6 sung;
3 - Dia chi: Dia chi trong SMF khdng th8ng nhat v&i gidy chirng nhan GMP, dé nghi gidi trinh;
- C4c dang bao ché& san xuat va qua trinh san xuat cé ca qua trinh bao phim nén cu thé pham vi cho vién nén bao phim.
- S0 d6 nha xudng, khu virc san xuat va hé thdng phu tro: Cung cap méat bing khu vire Ground Floor gdm mat béng, cap sach va duong di con ngudi-
nguyén vat liéu bang Tiéng Anh. Cac layout khac khong phai tiéng Anh. D& nghi cung cip b sung: So d6 mat bang tong thé, cac khu vuc san xuat, so
&6 chénh léch ap sut, so d6 dudng di con ngudi vat lidu, so d6 phan cap sach. hé thdng x ly nwéc bang tiéng Anh.
79 |Industrias Ctra. de Martorell 41-61  [NCF/2231/0 ~  |Ministry of Health of Coéng ty TNHH Medfatop |Tai thoi diém cong b, GCN GMP d3 hét thai han hiéu lwc. Dé nghi cung cdp GCN GMP cp nhat con thoi han hiéu lyc, ban dwoc chirng thye (hop
Farmacéuticas 08740 Sant Andreu de la  [01/CAT § Government of phap héa ldnh sy, cong chirng) theo quy dinh
Almirall SA Barca, Barcelona, Spain <O‘r Catalonia, Spain
<
o
80 [Pharmex Ctra. A-431 Km. 19, ES/060HVI/2| ., |Agency for Medicines Cong ty TNHH Medfatop |D& nghi gidi trinh: Tra ctu trén Eudra, dia chi co s& |a Calle. A-431 Km. 19, Aimodovar del Rio, 14720 Cordoba Espana, Spain; tuy nhién dia chi tai
Advanced Almodovar del Rio, 14720 (3 § and Health Products GCN GMP ndp taih ho so 1a Ctra. A-431 Km. 19, Almodovar del Rio, 14720 Cordoba Espana, Spain
Laboratories S.L.  |Cordoba Espana, Spain 3‘ (AEMPS), Spain
)
—
81 |Farmalider,S.A. |C/ Aragoneses,2, ES/006HVI/2[ ., [Agency for Medicines  |Cong ty c6 phén Gonsa BG sung thu Gy quyén clia co' s& san xuat cho co s& ndp hd so
Alcobendas, 28108 2 § and Health Products
Madrid, Spain 8‘ (AEMPS), Spain
%
—
82 |Industrias Ctra. Nacional Il, km 593, [NCF/1935/0 Ministry of Heath of Céng ty TNHH Medfatop |1. B6 sung:
Farmacéuticas 08740 Sant Andreu De La |01/CAT o |Government of - Gidy Uy quyén clia co s& san xuit cho co s& ndp hé so dé nghi danh gia.
Almirall SA Barca (Barcelona), Spain S |Catalonia, Spain - Gidy GMP cép nhat duoc sao chirng thurc, hop phéap héa lanh sy theo quy dinh.
,‘1‘ - Céc ban v& layout tai Annex 6 clia SMF, duoc in rd rang hodc ban mém. Ban trong SMF d3 ndp in mo, nhoe, khéng doc duoc.
g - Cac ban vé& so d6 hé théng nudc tai Annex 7 clia SMF, duoc in rd rang hodc bdn mém. Ban trong SMF da nép in mo, nhoe, khéng doc duogc.
2. Gidi trinh: Danh muc san ph&m tai Annex 2 cia SMF d& ndp c6 céc san pham dung dich tiém, bot pha tiém, thudc dan, bt uéng dong khd ma
SMF khéng thé hién céc day chuy@n san xust nay.
83 |Orion Oyj/ Orion |Tengstréminkatu 8, FIMEA/2022| _ |Finnish Medicines Cong ty TNHH Dugc D& nghj cung cap tai liéu chirng minh co s& san xuét ¢ day chuyén san xuét riéng biét d6i vai cac thudc théng thudng va céc thude cé yéu cau déc
Corporation / Turku, FI-20360, Finland  |/000364 S |Agency (FIMEA) phdm Nhat Anh biét clia cuing 1 dang bao ché.
Orion Pharma (* Céch ghi khéc: z
. o
Tengstrominkatu 8, @&
Turku, 20360, Finland) °
84 |Delpharm Dijon 6 Boulevard de L'Europe, |2012_HPF_F ~ |ANSM - Phdp VPDD Novartis Pharma Pé nghi cung cdp GCN GMP c6 chirng thyc va hgp phap héa l3nh sy theo quy dinh.
Quetigny, 21800, France |R_055 § Service AG Thuy sy tai Ha
< Noi
o
=
—
85 |Pharmatis Zone d'Activités Estn° 1, |2022_HPF_F French National Agency |Céng ty c6 phan DP Nhat [* Cong ty d& nghi cu thé pham vi thudc ung dang 1dng: Hon dich udng.
ESTREES SAINT DENIS, R_123 Q  [for Medicines and Anh C6 nop CPP va tai liéu minh chirng dang dung.
60190, France 8 Health Products Safety Khong ddng y cu thé pham vi cong bd chi gdm hdn dich udng: vi thudc udng dung ngoai gdm nhiéu dang bao ché nhu dung dich udng, hdn dich
Céch ghi dia chi khac: ZA g (ANSM) udng... s& kho khin cho céc dang ché phdm khac cla nha nhap khau khac.
Est n® 1, ESTREES SAINT Q
DENIS, 60190, France

Danh sach co s& can b6 sung, gidi trinh

Trang 12 / 47 Dot 34




TEN CO’ SO’ SAN o GIAY CH. | NGAY pe - A x A & Fm S = . N
STT XUAT DIA CHI NHAN CAP CO QUAN CAP DN DE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
86 [Catalent France |74 rue Principale, 2023_HPF_F French National Agency |Congty TNHH TM Duoc |Khong dat:
Beinheim SA Beinheim, 67930, France |R_046 w [for Medicines and ph&m Thuan Gia + Tai liéu ky thuat (GCN GMP, hd so téng thé) ndp trong hd so 1a clia co s& san xudt CATALENT, trong khi co s& sdn xut dé nghi trén don la Swiss
S  |Health Products Safety Cap. GMP khéng d0 trang (thi€u trang 2/4).
3 (ANSM) + Gidy chirng nhan 2023 _HPF_FR_046 d3 dwoc cong bé Dot 32, khong cong bé lai.
S +Khéng diéu chinh pham vi chirng nhan thanh “vién nang mém dat am dao” do d3 thudc pham vi “vién nang mém” da céng bé. Cuc QLD khéng
~ cong b8 day chuyén san xuat theo cu thé dang bao ché kém co ché, dwong dung.
87 |[FAREVA PAU Fareva Pau 2, 50 chemin [2022_HPF_F ~ |French National Agency |VPDD Merck Export BG sung:
de Mazerolles, IDRON, R_041 § for Medicines and GmbH tai TP H6 Chi Minh |+ B sung Bao cdo thanh tra thé hién ca pham vi thuéc doc t& bao va thuéc thudng lién quan dén day chuyén thudc déng khd dé dugc xem xét lam
64320, France B‘ Health Products Safety rd pham vi cdng b bao gdbm ca thudc thudng
% |(ANSM)
88 |INPHARMASCI ZI N°2 de Prouvy - 2021/HPF/F - |French National Agency |Céng ty TNHH Xdc tién Cong ty da dwoc kiém tra va cap gidy mdi cung pham vi, thanh tra ngay 28/07/2023. Dé nghi b& sung Gidy chitng nhan EU-GMP méi duoc chirng
Rouvignies, 1 rue de R/021 § for Medicines and thuong mai dugc phdm  |thuc, hop phap héa lanh sy,
Nungesser, PROUVY, 8‘ Health Products Safety |dautu TV
59121, France g‘ (ANSM)
89 |Laphal Industries [248 Avenue de la Victoire, |2019/HPF/F French National Agency |Céng ty C& phan Dugc BG sung:
ROUSSET, 13106, France |R/019 for Medicines and pham Vipharco - Gidy Uy quyén clia co s& san xuat cho co s& ndp hd so dé nghj danh gia.
Health Product Safety, - Gidy GMP cap nhat duoc sao chirng thue, hgp phap héa lanh sy theo quy dinh.
@ |France - Layout t8ng thé toan bd site clia nha may (Site layout/site plant) thé hién t4t ca cac building, workshop, khu virc tai dia chi dé nghi danh gia va
8' thuyét minh kém theo vé vai tro clia ching. SMF d3 cung cap chi cé ban vé cla tirng khu viye rdi rac, khdng rd rang vé building, workshop, tang.
‘_ol' - Ban v& layout cac khu vire san xut tai Annex 6 ciia SMF dugc in rd rang hodc ban mém, cé chu thich tén phong/céng ndng néu st dung ma s
3 phong. Cac ban vé trong SMF dd ndp bi m& nhoe tén phong, khéng doc duoc.
- Ban v& so dd hé théng nudc tinh khiét tai Annex 7 cia SMF, duoc in rd rang hodc ban mém. Ban vé trong SMF d3 ndp bi mo nhoe, khdng doc
duoc.
90 (Glaxo Operations [Harmire Road, Barnard UK MIA 4 ~ Medicines and VPDD GlaxoSmithKline B6 sung bdo cdo thanh tra twong tng véi GMP méi
UK Limited Castle, DL12 8DT, United |Insp GMP S |Healthcare Products Pte. Ltd
Kingdom. 4/19110148 ,‘1‘ Regulatory Agency
-0001 2 |(MHRA), United
~ Kingdom
91 |Aesica North Road, UK MIA Medicines and VPDD A.Menarini B& sung:
Queenborough Queenborough, ME11 32496 Insp Healthcare Products Singapore Pte. Ltd tai Ha |- B6 sung gidy Uy quyén cho co s& cong b va gidy to phap ly clia co s& cong b6 theo quy dinh
Limited SEL, United Kingdom GMP Regulatory Agency (UK) |NGi - Trén Eudra d3 cé gidy chirtng nhan GMP cap nhét (thanh tra ngay 17/5/2022), dé nghi b& sung gidy chirng nhan GMP cap nhat ban clrng do
32496/3043 Medicines and Healthcare Products Regulatory Agency cip duoc hop phép hda Ianh sy va chirng thuc theo quy dinh (khéng chap nhan ban in tir
3-0037 EudraGMP)
- SMF d3 nop |a ban chuwa cé day da cac phu luc kém theo (Phuc luc 1, phu luc 5, So d6 cap sach, chénh ap, dudng di clia ngudi, nguyén vat liéu; so
Q d06 hé théng xtr ly nudc, Layout chung thé hién cé 79 building/khu virc sdn xuat nhung méi chi cé layout dwéng di cia nguyén liéu va ngudi cho
g. building 40). D& nghi b6 sung HO so téng thé co s& san xuat vdi day du phu luc va layout dinh kém.
8 - Dé nghj bd sung danh muc dot thanh tra GMP trong 3 ndm gan day va bdo cdo thanh tra clia Co quan quan ly nudc s& tai twong tng véi Gidy
3 chirng nhan GMP d3 ndp trong hb so.
- Khong cong b cach ghi dja chi khac theo CPP. Dé nghi cong ty thuc hién thi tuc thay d8i theo quy dinh (néu can thiét) dé théng nhat.
SMF clia co' s& san xuat Recipharm (cé néi dung Site Recipharm Group, tén Aesica) tuy nhién dé nghi cung cap gidy t& phép ly chirng minh tén co s&
Tai muc 6.1 san xuét: vién nén, vién nang, dung dich udng, hén dich udng dung dich dung trong. Tai appendix2 san xuét: vién nén, cdm, vién nang,
thudc hit yéu cau giai trinh pham vi dung dich uéng, hdn dich uéng va thudc c6m
92 |Seacross Stanmore Business & UK MIA — |Medicines and Coéng ty TNHH Thuong Khéng dat: Theo pham vi ghi trong GCN GMP, c& s& chi duoc cip d8i véi pham vi xuat xudng 16 thudc nhap khiu vao Anh. Co sé khéng duoc cap
Pharmaceuticals [Innovation Centre, 41013 Insp S |Healthcare products mai va dwgc phdm Phd  [d8i véi cdc pham vi khac nhu san xuat thudc, déng géi thude
Limited Stanmore Place, Howard |(GMP 3 Regulatory Agency Anh
Road, Stanmore HA7 1BT, |41013/1269 | &  |(MHRA), United
United Kingdom 1111-0005 ~ Kingdom
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XUAT NHAN P
93 [Catalent Micron [Crossways Boulevard, UK MIA ~ Medicines and Cong ty TNHH Pfizer Viét |Yéu cau B6 sung:
Technologies Crossways, Dartford, DA2 |5451 Insp S  [Healthcare Products Nam 1. GCN GMP 13 ban c6 day d dau va chit ki clia co quan quan ly c6 thdm quyén kém theo bdo cdo thanh tra twong (rng, ban dwoc chirng thuye (hop
Limited 6QY, United Kingdom GMP/IMP : Regulatory Agency phap hda ldnh sy, cong chirng) theo quy dinh.
5451/16389 ,Cﬁ (MHRA), United 2. B sung gidy Oy quyén dirng tén co s& dang ky tir nha sdn xuat dugc chirng thuc hop phap héa I3nh sy theo ding quy dinh.
0021 ™ |Kingdom
94 |DMS Nutritional [Drakemyre Dalry KA24 5J) |UK API Medicines & Healthcare |Cong ty c6 phan hda chat |Giai trinh:
Products (UK) United Kingdom 19108 Insp products Regulatory A Chau BG sung thu Gy quyén clia co' s& san xuat cho co s& ndp hd so dé nghj cong bé.
Limited GMP % |Agency (UK) Tai thoi diém cong bd, gidy chirng nhan GMP d3 hét han hiéu lyc (29/10/2021). D nghi b6 sung gidy chirng nhan GMP cap nhat, con hiéu lyc va
19108/2921 8 bdo cdo thanh tra twong (rng dwoc sao chirng thyc theo quy dinh (hgp phap hoa lanh sy, cong chirng ...).
1-0006 :Ic' BG sung Danh myc dot thanh tra GMP trong 3 ndm gan day.
& SMF: B8 sung So d6 nha xudng ban in rd rang thé hién tirng khu vuc san xudt (tén phong, cap sach, chénh ép, dwdng di cia ngudi va nguyén liéu).
- Dja chi nha san xuat trén SMF (Dalry, Ayrshire, Scotland KA24 5)J) khéng théng nhat véi GMP. Yéu cau lam rd.
95 |PHARMATHEN Industrial Park Sapes 2139/11-1- National Organization Lotus International khoéng cdng bd dang bao ché vién nén phan tan trong miéng
INTERNATIONAL |Rodopi Prefecture, Block (2022 for Medicines (EOF), Pte.Ltd.
SA No 5, Rodopi, 69300, N |Greece
Greeceld 2'
Céch viét khac: Sapes ‘_ol'
industrial park, Block 5, k]
Rodopi, GR-69300-Greece
96 |Demo SA 21st Km National Road 39803/1-4- National Organization ~ |Céngty TNHH Binh Viét  [Pham vi da duoc cong bé " thudc rdn va cay ghép" tai Dot 26 da bao gdm thudc bt pha tiém. Khéng dong y b6 sung déi véi pham vi thudc bot pha
Pharmaceutical Athens - Lamia, Krioneri  |2020 for Medicines (EOF), burc tiém nhu dé nghij clia co s& dé nghj céng bé.
Industry Attiki, 14568, Greece Greece
(* Cach ghi khac: 21st km
National Road Athens - o
Lamia, 14568 Krioneri, S
Greece / 21st km National 3
Road Athens - Lamia, ﬁ
14568 Krioneri, Athens, ~
Greece / 21st km National
Road Athens - Lamia,
14568 Krioneri, Greece)
97 |Medicair Athinon - Lamias National |90064/1-8- " National Organization Cong ty TNHH Thuong BG sung SMF dé xem xét d&i va&i dé nghi lam r& cac pham vi:
Bioscience road 61st km, Schimatari, (2023 S  |for Medicines (EOF), Mai va Duwgc phdm Phd (- Vién nén (vién nén bao phim, vién nén nhai va vién nén sui bot)
Laboratories S.A  |32009, Greece ; Greece Anh - Thudc dung ngoai; dung dich xit miii, hdn dich xit mii
E D& nghj cong ty thuc hién tha tuc thay déi dia chi theo quy dinh tai Théng tw 08/2022/TT-BYT d8i véi dé nghi bs sung cach ghi khac cla dia chi co
© 0.
98 |Uni-Pharma Kleon [14th km National Road 1, |125320/ 7- o |National Organization  |Congty C6 phan Duoc Hién nay d3 cé chinh sach gia han mai clia Eudra, dé nghj cong ty cap nhat theo quy dinh.
Tsetis Building A and Building B, [12-2020 § for Medicines (EOF), ph&dm Tenamyd
Pharmaceutical Kato Kifisia Attiki, 14564, S Greece
Laboratories SA  |Greece ﬂl
99 |FACTORY Aigaiou 26, Thesi Karela, [110827/17- National Organization  |Céng ty C& phan Xu&t Yéu cau B6 sung:
BENNETT Koropi Attiki, 19441, 11-2021 for Medicines (EOF), Nhap Khau Y t& Viét Nam |- Gidy Oy quyén cla co s& sdn xuat cho co s& ndp hd so.
PHARMACEUTICAL |Greece < |Greece - So d6 méat bang téng thé nha xudng, so d6 nha xwdng ban in rd rang thé hién tirng khu vire san xuat (tén phong, cap sach, chénh ap ...). va hé
SS.A. 8 théng x{ ly khong khi, hé théng x( Iy nudc (Appendix 6, 7, 8, 9); trong d6 cé b sung day dl chu thich bang tiéng Anh/tiéng Viét cho cac khu v,
3[ cac phong; théng tin thé hién cic so d6 nha xwdng cla Bennett Pharmaceuticals S.A (M6t s& layout khéng cé thé hién théng tin cé phai do co s&
A san xudt cung cap hay khéng (chi cé dau treo clia co s& ndp hd so)).

Danh sach co s& can b6 sung, gidi trinh

Trang 14 / 47

Dot 34



Barat, Indonesia

TEN CO’ SO’ SAN 2 GIAY CH. | NGAY pe - A x A & Fm S = . N
STT XUAT PIA CHI NHAN CAP CO QUAN CAP DN PE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
100 [Viofar Ltd. Ethnikis Antistaseos & 128782/6- National Organization  |Adige Pharmaceuticals B6 sung:
Trifilias 76A, Acharnai 12-2018 for Medicines, Greece  |Ltd. - Gidy Uy quyén cla co sé& san xuit cho co s& ndp ho so dé nghi danh gid.
Attiki, 13671, Greece ] - Gidy GMP cap nhat dugc sao chirng thyc, hgp phap héa I3nh sy theo quy dinh.
8' - C4c ban v& so d6 phan cap sach, so d6 phan bs chénh ap, so d6 dudng di clia ngudi, nguyén vat liéu, sdn phadm tai Appendix 6 clia SMF, dugc in
3 r rang hodc ban mém.
< - So d6 hé théng HVAC tai Appendix 8 clia SMF duoc in rd rang hodc ban mém.
- So dd nguyén ly hé thdng san xuat va phan phéi nuwdc tinh khiét (PW), nwéc pha tiém (WFI).
- Ban vé& layout t8ng thé clia toan bo co sé& san xuat tai dia chi dé nghi danh gid, thé hién rd va thuyé&t minh vai tro clia cac khu vue, toa nha.
101 |KRKA-Farma d.o.o0 |V. Holjevca 20/E, 10450 |UP/I-530- Agency for Medicinal Céng ty TNHH Dugc Giai trinh:
Jastrebarsko, Republic of |10/19- Products and Medical phadm Nhat Anh Pé nghi b6 sung:
Croatia 03/29; 381- S  |Devices (HALMED), - So d6 phan loai cap sach, hudng di clia nguyén vt liéu, hudng di ciia nhan vién, hwéng di cla chat thai, HVAC: dé nghj cung cap ban chi tiét c6
10-05/241- 8' Croatia tén gan lién véi cac khu vuc san xudt trén layout dé dé& dang xem xét tdng thé, layout hién tai qua nhd, md va ma hda vi tri cac phong san xuat.
20-10 Er * Thu giai trinh ca CSSX vé phan loai cip sach twong dwong theo TCISO 14644: 13 1SO 8, 1SO 9 ( R1, R2, R3 ): do hai tiéu chudn nay céch danh gia
3 trang thdi nghi va hoat déng clia méi trudng san xuat khac nhau nén d& nghij cdng ty cungc ap layout phan cp sach ding theo ISO 14644:1
* Tra clu trén Eudra: co s& d3 cé gidy chirng nhan GMP EU mdi, dé nghi cap nhat
102 |Richter Gedeon Richter Gedeon utca 20., |OGYEI/1331 National Institute of VPDD Gedeon Richter Plc. |SMF chung cho 6 site clia cdng ty tai Hungary. Trong d6, théng tin cla site dé nghi cong bé ( Site 6 — Debrecen site) chwa day d0, dé nghi bé sung:
Vegyészeti Gyar  |Debrecen, 4031, Hungary |7-6/2021 Pharmacy and Nutrition +S0 d0 nha xudng ban in rd rang thé hién tirng khu vire sdn xut (tén phong, cap sach, chénh 4p, dudng di clia con ngudi, nguyén liéu ...).
Nyilvdnosan (OGYEI), Hungary +S0 d6 hé théng xir ly nwdc.
M(ikéds + Danh muyc cdc thudc san xuat tai site 6.
Részvénytarsasag 2 Coéng ty dé nghi cdng bd pham vi “Thudc déng khé (bao gdm ca thudc chira chat kim t& bao)”. Dé nghi bé sung hd so lam ré day chuyén san xuit
(Richter Gedeon 8[ thudc kim té bao duwgc dit chung hay riéng véi day chuyén san xuat thudc thudng. Trudng hop san xuit chung, bd sung CPP sdn pham hoic bao
Vegyészeti Gyar 8 c4o danh giad nguy co trong thdm dinh vé sinh.
Nyrt.)/ Chemical 3
Works of Gedeon
Richter Plc.
(Gedeon Richter
Plc.)
103 |PT. Boehringer JI. Lawang Gintung no 89. |PW.S.01.04. Co quan thdm quyén Cong ty c6 phan Sanofi  |Co s& ndp GCN GMP béng tiéng Indonesia. D& nghj co' s& bé sung GCN GMP 13 ban sao cong chirng duoc dich sang tiéng Anh hoic tiéng Viét va
Ingelheim Kelurahan Batutulis. 1.3.331.05.2 ~ Indonesia Viét Nam duoc hop phéap héa lanh sy theo quy dinh dé cé co s& tham dinh
Indonesia Kecamatan Bogor Selatan, |2.0060 S Dia chi CSSX tai GCN GMP c&p nhat cé khéc biét so v&i dia chi CSSX da phé duyét. Dé nghj Cong ty gidi trinh vé viéc khac biét nay, bé sung SMF va
Kota Bogor, Provinsi Jawa E bao céo thanh tra twong (ng thé hién dia chi CSSX theo GCN c&p nhat va hoat ddng cu thé tai tda nha sdn xuat Gedung Production 1 & 2.
Barat, 16133, Indonesia ,OL
(Gedung Production 1&2) -
104 |PT. Boehringer JI. Lawang Gintung no 89. |PW.S.01.04. Co quan thdm quyén VPDD Sanofi Aventis Co s& ndp GCN GMP béng tiéng Indonesia. D& nghj co s& bé sung GCN GMP 13 ban sao cong chirng duoc dich sang tiéng Anh hoic tiéng Viét va
Ingelheim Kelurahan Batutulis. 1.3.331.05.2 ~ Indonesia Singapore PTE. LTD. duoc hop phéap héa lanh sy theo quy dinh dé c6 co s& tham dinh.
Indonesia Kecamatan Bogor Selatan, |2.0059 S Dia chi CSSX tai GCN GMP c&p nhat cé khéc biét so v&i dia chi CSSX da phé duyét. Dé nghj Cong ty gidi trinh vé viéc khac biét nay, bé sung SMF va
Kota Bogor, Provinsi Jawa E bao céo thanh tra tvong (rng thé hién dia chi CSSX theo GCN c&p nhat va céc tda nha san xuat Gedung Production 1.
Barat, 16133, Indonesia ,‘E
(Gedung Production 1) -
105 [PT Sanbe Farma  |[JI. Industri Cimareme ST.03.05.33. Indonesian Food and Van phong dai dién Ml P& nghj bé sung:
No.8 Desa Cimareme, 0331.04.21. < |Drug Authority Pharma Private Limited 1. Gidy chirng nhan GMP cap nhét, con hiéu lyc, dwoc sao chirng thyc theo quy dinh (hop phap héa lanh sy, cong chirng ...) (Cong ty ndp vdn ban
Kecamatan Ngamprah, 000553 8 (Indonesian FDA) tai T.P H6 Chi Minh xac nhan va bao cdo thanh tra clia co quan quan ly, khéng phai gidy phép san xuat hay GMP. Tai thdi diém cong bé, van ban xac nhan tinh trang
Kabupaten Bandung 5 GMP d3 hét han hiéu luc).
Barat, Indonesia b 2. Gidy Oy quyén cla co s& san xuat cho doanh nghiép ndp hd so (qua tra cttu, doanh nghiép ndp hd so khong ditng tén nha dang ky cho san pham
s&n xuat & dia chi No.8).
106 |[PT.Kalbe Farma [J1. M.H. Thamrin Blok A3- [5784/CPOB/ National Agency for Cong ty CP XNK Y t& TP. * B sung:
Thk 1, Kawasan Industri Delta |A/VII/20 o |Drug and Food Control [HCM - So dd hé théng x{r ly nudc ban in rd rang.
Silikon Lippo Cikarang - S [(NADFC), Indonesia
Bekasi, Kec. Cikarang :
Pusat, Kab. Bekasi, Jawa ;
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107 |PT. Kalbe Farma [J1. M.H. Thamrin Blok A3- |5783/CPOB/ National Agency for Congty CP XNK Y t& TP.  |* B6 sung:
Tbk 1, Kawasan Industri Delta |A/VII/20 o Drug and Food Control [HCM - So dd hé théng x{r Iy nudc ban in rd rang.
Silikon Lippo Cikarang - S |(NADFC), Indonesia
Bekasi, Kec. Cikarang ,‘1‘
Pusat, Kab. Bekasi, Jawa S
Barat, Indonesia -
108 |[PT. Darya Varia JI. Lanbau Liobaru RT. 007 |ST.03.04.33 National Agency for Cong ty TNHH United BG sung:
Laboratoria Tk [RW. 009, Kel. Karangasem |1.09.17.463 Drug and Food Control |International Pharma - Gidy Gy quyén cla co s& san xuat cho co s& ndp hd so dé nghi danh gia.
Barat, Kec. Citeureup, 3 ~  |(NADFC), Indonesia - Gidy GMP c4p nhat duoc sao chirng thure, hgp phap héa lanh sy theo quy dinh (Tai liéu d3 ndp 13 thu xdc nhan pham vi d&ng ky trong gidy phép
Bogor, Jawa Barat, 8' san xuat, khong phai gidy GMP).
Indonesia 8 - Danh muc cp nhat cic dot thanh tra GMP tai co s& trong 3 ndm gan day.
X - Ban v& layout t8ng thé clia toan bo co sé& san xuit tai Attachment 2 clia SMF, trong dé thé hién rd rang cac tdanha A, B, C, D, E, F, G. Ban trong
SMF d3 ndp khéng cé théng tin vé cac tda nha trén.
- Cac Attachment tir 9 d€n 19 trong SMF, dugc in rd rang hodc ban mém. SMF da ndp khéng dinh kém céc Attachment nay.
109 [Leo Laboratories |285 Cashel road, Crumlin, [33514/M46 w |Health Products Cong ty TNHH DKSH Yéu cau bé sung:
Ltd Dublin 12, D12 E923, § Regulatory Authority Pharma Viét Nam + Gidy chirng nhan GMP duoc cap bdi co quan quan ly Ireland, ban dugc chirng thye (hop phap hoéa lanh sy, cong chirng) theo quy dinh (GMP ndp
Ireland X [(HPRA), Ireland kém hd so chi la ban duoc in tir EUDRA website, khong phai ban dwoc cap bdi co quan quan ly cp (Co quan quan ly Ireland)).
% +S0 d0 nha xudng ban in rd rang thé hién tirng khu vire sdn xut (tén phong, dudng di clia nguyén liéu, con ngudi, cap sach, chénh ap ...).
110 [EirGen Pharma Westside Business Park, |30820/M10 Health Products Cong ty ¢ phan duorc '- D& nghj cung cp gidy Oy quyén dirng tén dang ky tir nha mdy cho co s& cong bd & Viét Nam, ban duoc chirng thye (hgp phap héa lanh sy, cong
Limited Old Kilmeaden Road, 43 Regulatory Authority pham Generic chirng) theo quy dinh.
Waterford, Ireland (HPRA), Ireland - Gidy chirng nhan GMP hét hiéu lyc 04/12/2023
. - Dia chi co s& sdn xuat trén Gidy phép san xuat (trong SMF) khéng théng nhat véi GMP va don d@é nghi cong bé.
§ - D& nghi chi ré so d6 hé théng xr ly nu‘é!(f thuélc tai !iéu néoltrong hd S,d' ) ] ) ) )
A - Muc 1.2.3; 4.1.6; Appendix 2: c6 san xuat 1 s& thu8c déc té& bao, thudc diéu tri ung thu. => Yéu cau b8 sung so dd mit bang téng thé c6 dl théng
S tin va céc khu vire san xudt; giai trinh vé khu vyre san xudt thudc ddc té bao.
«” - Appendix 8 ciia SMF ghi List danh muc céc thiét bi san xuat va kiém nghiém tham chiéu tai liéu M_VMP_GxP1yr_0066; tuy nhién tai liéu nay |a kK&
hoach thdm dinh (Validation Master Plan), khéng phai danh muc thiét bj.
- Yéu cau b8 sung danh muc cac thiét bi san xuat va kiém nghiém theo quy dinh.
111 [Chanelle Medical |Dublin Road, Loughrea, 33444/M00 Health Products Mega Life Sciences Public |1. B6 sung:
Unlimited H62 FH 90, Ireland 688/00001 Regulatory Authority Co. Ltd. - Gidy Gy quyén clia co s& san xuat cho co s& ndp hd so.
Company (HPRA), Ireland - So d6 téng quat bao gdm cac co s& sdn xuat CV, CPML, CM thé hién rd chirc ndng tirng khu vy,
2. Gidi trinh:
SMF chung cho 2 co s&: Chanelle Pharmaceuticals manufacturing Ltd (CPML) va Chanelle Medical Unlimited Company (CM).
Q - Tai muc C.1.1 c6 dé cap cac pham vi:
8. + Chanelle Pharmaceuticals manufacturing Ltd (CPML): thudc thd y
5 + Chanelle Medical Unlimited Company (CM): thuéc cho ngudi, thudc nghién ciru
9 - Tai myc C.1.6: CM va CPML gém 3 building (CPML1, CPML2 — CPML va Eastpoint 2)
- Tai phu luc so @6 nha xwéng san xuat: Layout CPML1, CPLM2 va Eastpoint 2: ghi cho co s& Chanelle Pharmaceutical Manufacturing Limited, khéng
phai Chanelle Medical Unlimited (CM).
-> D& nghi gidi trinh co s& Chanelle Medical Unlimited Company (CM) bao gdm nha xwéng nao, san xuat thudc gi (thudc cho ngudi/ thudc tha y).
112 |Takeda Block 2 Miesian Plaza, 50- [33111/M12 o« |Health Products VPDD Takeda P& nghj bé sung:
Pharmaceuticals |58 Baggot Street Lower, |976 § Regulatory Authority pharmaceuticals (Asia - Gidy Gy quyén clia nha san xuit cho co s& dé nghi cong bs
International AG  [Dublin 2, D02 HW6S, g& (HPRA), Ireland Pacific) Pte. Ltd. - B6 sung day dd phu luc clia Ho so t&ng thé clia co s& sdn xudt, ban vé chi tiét nha xudng, hé théng x&r ly khdng khi, nudc theo quy dinh
Ireland Branch Ireland 8‘
113 |Promedico Ltd. 10-12 Beit HaRishonim GMP 61/5 o Ministry of Health, Israel [Promedico Ltd. BG sung:
St., Emek Hefer Ind. Park, S - Gidy Uy quyén cla co s& san xuit cho co s& ndp hé so dénh gid dap (rng GMP.
Israel 3 - Gidy chirng nhan GMP cap nhat va bao cédo thanh tra twong &ng, dwoc sao chirng thuc, hgp phép héa Ianh su theo quy dinh.
2 - Danh muc cp nhat cic dot thanh tra GMP tai co s& trong 3 ndm gan day.
- - C4c ban vé tai Appendix 5 clia SMF duoc in rd rang hodc bdn mém. Ban d3 ndp in nhd, ma, khong doc duoc.
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114 |M/s Theon Vill. Sainimajra, Tehsil HFW- Health and Family Cong ty TNHH M6t Thanh |B6 sung day di céc phu luc clia SMF, gom:
Pharmaceuticals [Nalagarh, Distt. Solan H[Drug]233/ < |welfare department, Vién Duoc pham Viét Tin |+ So d6 nha xwdng ban in rd rang thé hién tirng khu virc san xuit (tén phong, cap sach, chénh ap ...).
Ltd. (H.P), India 06 8 Himachal Pradesh, India + S0 d6 hé théng x&r ly nudc.
$ + Danh muc cac thiét bi san xuat va kiém nghiém chinh.
S
Sau khi b6 sung dé xem xét, dé xuat kiém tra thyc t& dé lam rd viéc san xuat cac san pham Cepha, peni va thudc thuong
115 |AKRITI D-10 and D-11, MIDC, NEW-WHO- o FDA Maharashtra, India |VPDD Multilateral Pé nghi b6 sung:
PHARMACEUTICAL|Jejuri Nira Road, GMP/CERT/ S Trading Pte, Ltd tai Tp - Gidy WHO-GMP méi con hiéu luc
SPVT.LTD Jejuri,Taluka Purandar, PD/87697/2 :': HCM - Bdo cdo thanh tra twong &ng véi GCN WHO-GMP cap nhat, dwgc hop phéap hoa lanh sy day dd theo quy dinh
Dist-Pune 412303 020/11/318 .?, - S0 d6 nha xudng ban in rd rang thé hién tirng khu vire san xuat (tén phong, cap sach, chénh 3p ...) va toan b layout lién quan dén Block san xuat
Maharashtra State, India |74 ~ thudc Cephalosporin
116 |G.D. Laboratories |P.W.D. Rest House Road, [DC/D- Government of Cty TNHH mét thanh vién |Giai trinh b6 sung:
(India) Pvt. Ltd Nohar, Distt. 3/WHO- Rajasthan - India An Phat * Nop bao cdo thanh tra GMP WHO: cé chirng thuwe va hgp phap hoa lanh sy theo quy dinh.
Cach ghi dia chi Hanumangarh GMP/2022/ ]
khac: (Rajasthan), India 129 2‘
M/s G.D. 3
Laboratories by
(India) Pvt. Ltd
117 |ICPA Health 286/287/288, GIDC, OGYEI/5772 National Institute of Van phong dai dién 1. Co s& d3 duoc cong bb dép (rng WHO-GMP vao dgt 15, STT 43; tuy nhién Hiéu lyc clia GMP nuwéc s& tai d3 hét han (09/02/2023), dé nghi cong ty
Products Limited |Ankleshwar, Gujarat, 4-6/2018 Pharmacy and Nutrition |Alleviare Life Sciences ndp hd so cap nhat hiéu lyc clia GMP nuwdc sé tai dé duoc xem xét cong bé EU-GMP.
393002, India 9 |(OGYEI), Hungary Private Limited tai TP 2. Tai thoi diém cong b8, gidy chirng nhan EU-GMP d3 hét han hiéu lyc, chua cé bao cdo thanh tra EU-GMP duwoc sao chirng thyc theo quy dinh
(Céch viét khéc: 2‘ HCM (hop phép héa lanh s, cong chirng ...) twong ng véi Gidy chitng nhan EU-GMP d3 ndp trong hd so. Dé nghi bé sung gidy chirng nhan EU-GMP cap
286/287/288, GIDC, 3‘ nhat, con hiéu lyc kém theo Bao cdo thanh tra twong (rng; ban duoc sao chirng thuc theo quy dinh (hop phép héa lanh sy, céng ching ...).
ANKLESHWAR -393002, Q
Dist. BHARUCH, GUJARAT
STATE, INDIA)
118 |Torrent Plot No. Z/104 to 106, 21092948 Food and Drug Control |Torrent Pharmaceutials |1.B& sung:
Pharmaceuticals |Dahej, SEZ Part-Il, Taluka Administration, Gujarat |Limited + Bdo cdo thanh tra GMP day dd théng tin, dugc HPHLS va chirng thuc theo quy dinh (Tai liéu tai hd so la thu théng bao céc ton tai, khdng cé théng
Ltd. Vagra, Dist. Bharuch o State, India tin vé pham vi thanh tra, cac néi dung thanh tra, viéc thanh tra ti€n hanh véi tat ca cac Block hay v&i Formulation Block-1(FB1)/ Small Batch
392130, Gujarat, India S Manufacturing Block (SBM),..)
g + SMF: So' d6 nha xudng Formulation Block-1(FB1) ban to, ré rang thé hién tirng khu virc san xuat (So dd ndp tai hd so nho, khéng rd thong tin
S phong san xuét).
N 2. Gidi trinh:
+Lam rd déi véi pham vi “ban thanh pham”, do tai SMF thé hién co s& chi san xut vién nén, vién nang clng.
119 |[Torrent Plot No. Z/104 to 106 MT/031HM/ Medicines Authority of [Cong ty Torrent D& nghi gidi trinh va cung cp bé sung:
Pharmaceuticals |(hodc No. Z/104 - 106 2022 ~ Malta (MAM) Pharmaceuticals Limited |- Céng ty b6 sung bao cao thanh tra twong ng véi gidy GMP nudc sé tai d3 duoc cap, cé chirng thuc va hgp phap héa lanh sy .
Limited hodc No. 2/104 - 106 S
&2/107), Dahej Sez Part- >
II, Taluka Vagra, Dist. E
Bharuch, 392 130, ”
Gujarat, India
120 |Mylan (hodc M/s. [Plot No. 11,12 & 13, 07/2014 Food and Drug MI pharma Private Yéu cau cdng ty cung cip cac bao cdo thanh tra s6 SZI/2017/CoPP/Mylan/001/(Pt-2)/616 ngay 15/9/2021 va béo cdo thanh tra s6 V/WHO-GMP/M-
Mylan) Indore Sez (hodc Indore Administration Madhya |Limited 1/2021/5164 ngay 23/9/2021 theo yéu cau tai Dot 33 hodc cung cap vin ban xac nhan kém theo céc van ban quy pham phép luat lién quan cta
Laboratories SEZ hodc Indore Special < |Pradesh, India nuéc s tai vé viéc khdng phat hanh céc Béo cdo thanh tra GMP clia cac co quan quan ly CDSCO (T8 chirc Kiém so&t Tiéu chudn Dwoc phdm Trung
Limited Economic Zone), Pharma g. wong) va FDA (Cuc Quan ly Thyc phdm & Duoc phdm).
Zone, Phase Il Sector IIl, =]
District Dhar, Pithampur, L
Madhya Pradesh, 454775,
India
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121 |Mylan (hodc M/s. [Plot No. 11, 12 & 13, OGYEI/2998 National Institute of Cong ty TNHH Viatris Viét |Giai trinh b6 sung:
Mylan) Indore Sez (hodc Indore 1-5/2021 Pharmacy& Nutrition, Nam Gidy chirng nhan GMP WHO dugrc cap tai nudc s tai va bo cdo thanh tra twong ing dwoc danh gia dap ¢rng.
Laboratories SEZ hodc Indore Special Hungary
Limited Economic Zone hodc Sez), IN]
Pharma Zone, Phase I, ]
Sector Ill, District Dhar, SI
Pithampur, Madhya S
Pradesh, 454775, India
122 [Hetero Labs Unit 1,22 - 110 I.D.A, L.Dis.No: « |Drug Control VPDD Hetero Labs Limited|Gidy chirng nhan GMP va Bdo céo thanh tra chwa cé théng tin ngay thanh tra dé xac nhan 1a bdo cdo thanh tra da ndp la twong &ng. Dé nghj bé
Limited Jeedimetla, Hyderabad, 111476/TS/ § Administration, sung gidi trinh.
Telangana State, India 2023 8‘ Government of
:‘ Telangana, India
123 |Cipla Limited Unit X, Plot No. L-139, S- |[UK GMP Medicines and Cipla LTD, India Gidi trinh b8 sung
(Unit X) 103 & M-62, Verna 14694 Insp Healthcare Products - Co's& ky don gidi trinh (Cipla Ltd. Mumbai 400013 India) khéng phai don vi phdp nhan cé tham quyén theo quy dinh va khéng phai DN dé nghj
Industrial Estate, Verna, |GMP Regulatory Agency cbng b8 (VPDD MI Pharma private Limited tai Tp.HCM.
Goa, IN-403 722, India 14694/1022 (MHRA), United * D& nghi giai trinh bé sung:
7632- ~ Kingdom - Don gidi trinh ¢ phéap nhan ky va uy quyén theo quy dinh.
0006[H] 8 * Pon xin gidi trinh bd sung cé ghi ndi dung cho van thu s8 2187 , ngay 13/06/2025 khéng phai nha may Cipla Unit X (ndi dung can bé sung |a cho
> dot 29, s5 4389, ngay 25/05/2023)
2 - Coéng ty ndp WHO GMP do nudc s& tai cap cé chirng thuc va HPHLS s6 789/MFG/WHO-GMP/DFDA/2022 c6 hiéu lyc dén 13/06/2023 kém bao cdo
e thanh tra twong (rng dot kiém tra ngay 25-26/04/2022. . Tén va dia chi co s&: M/s Cipla Ltd. Plot No.5-103 to S-105, S-107 to S-112, L-138, L-147, L-
147/1 to L147/3 va L-147A, Verna Industrial Estate, Verna-Goa. Thi€u dia chi s6 L-139 va M-62 so v&i GCN UK GMP cho Unit X d3 nop. Dé nghi gidi
trinh.
124 |Cipla Ltd.@ Verna Industrial Estate, |DE_RP_01_ o |Coquantham quyén Cipla LTD, India Gidi trinh: B8 sung day dl hd so cdng b6 GMP nudc sé tai d8i vai Cipla Unit 11l va Unit IV dé dwoc gia han hiéu lyc EU-GMP.
(Unit 1l & 1V) 403 722 Goa, Verna GMP_2020_ § Dlrc - Gidy chirng nhan GMP EU d3 hét hiéu lyc, dé nghi cap nhat gidy chirng nhan GMP EU va bdo cdo thanh tra twong ¢ng.
Salcette, India 0024 3‘
pat
125 |Umedica Plot No.- 221, 221/1 & 22083505 Gujarat Food and Drug  |Céng ty c& phan Dugc B& sung:
Laboratories PVT. [222/1, Il ND Phase, ~ |Control Administration, |Newsun - Gidy Gy quyén clia nha san xuit cho co s& dé nghj cong bé.
LTD. G.1.D.C. Vapi, Dist.-Valsad, S |India - Bdo cdo thanh tra twong ng véi gidy chirng nhan GMP s6 22083505, duwoc hop phéap hda lanh sy (tai liéu Cong ty ndp trong hd so 1a ban CAPA)
396 195, India ; - Bao cdo ra soat chat lugng san pham theo tirng dang bao ché thudc vé trung (Thudc san xuat vé trung: thudc tiém bot, dung dich tiém tiém thé
e tich nhé)
« - Lam r& céc dang bao ché thudc tiém trong danh muc san pham thudc tiém cda Ho6 so téng thé (SMF)
126 |Lupin Limited Unit-2, Plot No. M2 &M-2- |[V/WHOGMP Food and Drugs Control |Lupin Limited - P& nghi b6 sung ban day di SMF nhu thong béo cla Dot 26, khong chi bd sung tirng phan riéng biét.
A, Special Economic Zone, |/L1/2017 _, |Administration, Madhya - Pé nghi cong ty lam rd ndi dung dé nghi cdng bd bé sung déi véi pham vi "Nguyén liéu Iam thudc" nhuw néu trong don dé nghi va cung cap tai liéu
Phase Il, Misc. Zone 6773 S |Pradesh, India chirng minh.
Apparel Park, Pithampur, z
Dhar District, Madhya ,Z'
Pradesh - 454775, india -
127 |[Lupin Limited Unit-2, Plot No M-2 and  [UK GMP MHRA - Anh VPBD Lupin Limited tai Giai trinh:
M-2-A Special Economic  |25315 Insp . TP. H6 Chi Minh + Chua b6 sung theo yéu cau Dot 26, dé nghi bé sung theo théng bao d&i véi hd so ngay 11/4/2023, s6 CVD 3283.
Zone, Phase Il, Misc.Zone, |GMP S + GCN GMP I3 ban HPHLS tai An D§, yéu ciu ndp ban dugc ching thuc bdi nudc thude EU cap.
Apparel Park, Pithampur |25315/2478 3
Dhar District Madhya 460-0005 ;
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128 (Zydus Kundaim Industrial OGYEI/8227- National Institute of Cadila Healthcare Ltd. P& nghi bé sung:
Lifesciences Estate, Plot No. 203 to 6/2023 @ |Pharmacy and Nutrition + Gidy chirng nhan EU-GMP duoc chirng thure, hop phap héa lanh sy theo quy dinh
Limited (Tén cli:  |213. Kundaim village, 8 (OGYEI), Hungary +Bdo cdo thanh tra twong (ng véi gidy chirng nhan EU-GMP méi duoc chirng thure, hgp phap héa lanh sy theo quy dinh
Cadila Healthcare [Goa, 403 115, India g
Limited) 3
129 |Meyer Organics |No. 10D, 2nd Phase, No: Drugs Control Céng ty TNHH M6t thanh |D& nghi ndp Béo cdo thanh tra twong (ng véi GMP-WHO d3 duoc cdp (ban hop phap héa lanh sy va chirng thue theo dung quy dinh)
Pvt. Ltd Peenya Industrial Area, DCD/SPL.CEL - Department, vién Dugc pham ACE
Bangalore - 560 058, India [/CR- S [Goverment of
15/2023-24 | & |Karnataka, India
GSC No: e
DD00852300
00034
130 |Jodas Expoim Pvt. |Plot No 55, Phase-lll, L.Dis.No.313 Drugs Control Jodas Expoim Pvt. Ltd Gidi trinh:
Ltd Biotech Park, Karkapatla |/E1/2022 Administration, Pham vi tai Gidy chitng nhan mai thay d6i so v&i pham vi d3 dugc cong bs. Pé nghi bd sung SMF day dd cac phu luc theo huéng dan cia WHO-
(v), Markook (M), Government of GMP/PICs-GMP/EU-GMP, trong d6:
Siddipet (D), Telangana, QN  |Telangana, India + S0 d6 nha xwdng ban in rd rang thé hién tirng khu vyrc san xuat (tén phong, cap sach, chénh ap ...).
India Pin: 502279, India 2‘ + Danh muyc céc nha san xuat va co s& kiém nghiém theo hop dong .
S +S0 dd hé théng xtr ly nudc.
3 + Danh muyc cac thiét bj san xu&t va kiém nghiém chinh.
Gidy chirng nhan GMP d3 hét han hiéu lyc 02/02/2023. Dé nghi b& sung gidy chirng nhan GMP va bao céo thanh tra do Co quan quan Iy nudc sé tai
c&p dé cap nhat (ban dwoc hop phap hda lanh sy va chirng thure theo quy dinh).
131 (Macleods Plot No 1,2 &3 Mahim NEW-WHO- " Food & Drug Macleods Gidi trinh: Dia chi co s& trén GCN GMP (Plot No 1,2 &3 Mahim Road, Kuldeep Nagar, Taluka- Palghar, Dist-Palghar Palghar 401404 Maharashtra
Pharmaceuticals |Road, Near Kuldeep GMP/CERT/ S |Administration, M.S Pharmaceuticals Ltd. State, India) va bao cdo thanh tra (Plot No 1,2 &3 Mahim Road, Near Kuldeep Nagar, Palghar (West) Thane 401404 Maharashtra State, India) khong
LTD Nagar, Palghar (West) KD/123216/ 2 Bandra (E), Mumbai th8ng nhat, dé nghi giai trinh.
Thane 401404 2023/11/45 2 Maharashtra State, India
Maharashtra State, India [186 -
132 |Windlas Biotech |Plant -1, 40/1, 17P/1/184/2 , |Office of the Drugs Céng ty TNHH MTV DP Do hd so cé nhiéu diém chuwa théng nhat, dé nghj thyc hién viéc danh gia hinh thirc thanh tra thyc té tai co sé san xuat.
Limited Mohabewala Industrial 016/4355 § Controlling & Licensing |Viét Tin
Area, Dehradun-248110, 8‘ Authority Uttarakhand,
Uttarakhand (India) 8‘ India
133 [Torrent Torrent Pharmaceuticals |DE_BY_05_G Co quan thdm quyén Torrent Pharmaceuticals |Giai trinh:
Pharmaceuticals [Ltd. - Indrad Plant MP_2019_0 Duc LTD - Sy khac nhau vé pham vi GMP d@é nghij gia han so v&i pham vi GMP d3 cong bé
Ltd Near Indrad Village, 034 - GMP: D& nghi cung cap ban sao chirng thuc, hop phép héa lanh sy nudc cdp GMP theo quy dinh
Taluka Kadi, District
Mehsana Gujarat 382721,
India )
(Cach viét khéc: Indrad - S
382721, Dist. Mehsana, 3
Gujarat, India / Indrad - 5
382721, TAL - Kadi, Dist -
Mehsana, India / Indrad -
382721, Tal: Kadi, city:
Indrad, Dist: Mehsana -
India)
134 [Ahlcon SP-917-918, Phase - IlI, FT09/MH/00 o National Authority of APC pharmaceuticals & |B6 sung gidy GMP gia han dugc sao chitng thuc, hop phép héa lanh sy theo quy dinh.
Parenterals RIICO Industrial area, 1/2018 S  [Medicines and Health chemical Ltd
(India) Limited Bhiwadi, Dist. Alwar S Products (INFARMED),
(Rajasthan), 301019, India E Portugal
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135 |Swiss Parenterals |808, 809 & 810, Kerala 21072800 Food & Drugs Control  [Cong ty TNHH MTV Dwoc |*Gidi trinh: 1. Dé nghi giai trinh cy thé vé tirng khu vire san xuat, vé khu vire san xuat thudc bot pha tiém chira khang sinh nhém Beta-lactam,
Ltd. (C4ch ghi Industrial Estate, GIDC, Administration, Gujarat |ph&m Viét Tin Cephalosporin, khu vuc san xuét thudc déng kho, thudc dung ngoai; bé sung so d6 téng thé nha may va So d6 nha xwédng ban in rd rang thé hién
khéc: Swiss Nr. Bavla, City: State, India tirng khu vire san xuat twong tng.
Parenterals Pvt., [Ahmedabad - 382 220, o 2. B6 sung bao cao ra soat chat lvgng san pham thudc déi véi cac dang bao ché thudc vé trung chuwa dwoc cdng bé (thudc bot pha tiém chira khang
Ltd.) Dist: Ahmedabad, Gujarat S sinh nhém Beta-lactam, Cephalosporin; thu6c déng kho).
State, India E
(Céch ghi khac: 808, 809 e
& 810, Kerala Industrial -
Estate, GIDC, Nr. Bavla,
Ahmedabad 382220,
Gujarat, India)
136 |Medreich Survey No. 11, 12, 13,14 |DCD/CR- ° Office of the Drugs Cong ty TNHH Dugc BG sung:
Limited, Unit - VIl |& 15 Poojaramanahalli 897/SPL/CEL S [Controller, State of ph&m U.N.I Viét Nam - Gidy chirng nhan GMP sd tai con hiéu luc va bao cdo thanh tra twong (rng, dwoc hop phéap hoa lanh sy
Village, Hoskote Taluk, L/20-21 g Karnataka, India - S0 d6 nha xudng cau cac day chuyén bao gdm ca day chuyén thudc géi thé hién rd nguyén ly dudng di clia ngudi, nguyén vat liéu, chénh ép, cap
Bengaluru Rural District - ; sach
562114, India - - Cong ty gidi trinh co s& sdn xuat d3 gli truc ti€p bdo cdo thanh tra dén Cuc quan ly Dugc, khdng cé théng tin van don dé tra ciru.
137 |Medreich Limited |Survey No. 11,12,13,14 |UKGMP Medicines and Cong ty TNHH Dugc D& nghi bé sung:
and 15 Poojaramanahalli (17742 Insp ®  |Healthcare Products pham U.N.I Viét Nam +Hb so cong b8 GMP s& tai dé duoc cong bé trudce khi cong b6 EU-GMP
Village, Bangalore Rural  |GMP 2‘ Regulatory Agency + B8 sung gidy chirng nhan EU-GMP va bdo cdo thanh tra do co quan MHRA c3p tuong (ng véi gidy EU-GMP, dwgc hop phap héa lanh sy
District, IN - 562114, India [17742/1543 \‘:‘: (MHRA), United
2097-004[H]| N |Kingdom
138 |Windlas Biotech |Plant - 2, Khasra No. 141 |17P/1/185/2 _, |office of the Drugs Coéng ty TNHH MTV DP Do hd so cé nhiéu diém chuwa théng nhat, dé nghj thyc hién viéc danh gia hinh thirc thanh tra thyc té tai co s& san xuat.
Limited to 143 & 145, 016/2099 S |Controlling & Licensing  [Viét Tin
Mohabewala Industrial ,‘1‘ Authority Uttarakhand,
Area, Dehradun-248110, 2 India
Uttarakhand, India ~
139 |Macleods Block N-1,Village Theda, |HFW-H ~ Health & Family Welfare [Macleods B& sung:
Pharmaceuticals [Post Office Lodhimajra, [Drug] S |Department Himachal Pharmaceuticals Ltd. - Gidy Uy quyén cla co s& san xuit cho co s& ndp hé so danh gia dap (rng GMP.
Ltd. Tehsil Baddi, Distt. Solan, |487/06 S |Pradesh, India - B&n v& layout téng thé clia toan bd co s& san xut tai dia chi dé nghi danh gia, thé hién rd va thuy&t minh vai trd cla céc khu vy, tda nha/tang.
Himachal Pradesh- E
174101, India °
140 |Zydus PlotNo1A1land?2, OGYEI/2022 National Institute of VPDD Zydus Lifescience  |B& sung Gidy EU-GMP kém bdo céo thanh tra twong &ng, ca hai dwoc sao chirng thye, hgp phap héa l3nh sy theo quy dinh (Gidy GMP nép trong hd
Lifesciences Pharmez Special 1-6/2023 " Pharmacy and Nutrition |Ltd tai HCM s0'1a ban in tlr EUDRA; B4o cdo thanh tra ndp kém ciling |a ban chuwa dugc sao chirng thye hgp phap héa lanh sy).
Limited Economic Zone, Matoda S |(OGYEIl), Hungary
Sarkhej Bavla, N H No 8A, g
Tal Sanand Dist, z
Ahmedabad, 382213, -
India
141 |Agio T-81, 82. M.I.D.C,, NEW-WHO- ~ Food & Drug Agio Pharmaceuticals Ltd |Giai trinh v&i pham vi thu8c tiét trung cudi:
Pharmaceuticals |Bhosari, Pune 411026, GMP/CERT/ S |Administration, Tai bdo cdo thanh tra néu pham vi thu6c tiém bao gém ca san xuat vo trung va tiét trung cudi.
Ltd Maharashtra State, India |PD/119425/ z Maharashtra State, India Tuy nhién tai SMF: muc 1.2 va 6.1 SMF mé ta dang bao ché chi cé thu8c san xuat vo trung. Tai phu luc danh muc thiét bi san xuat khéng cé thiét bi
2022/11/43 ; tiét trung cudi, tai layout day chuyén thudc tiém khéng cé khu vyc thire hién cdng doan tiét trung cudi.
350 i
142 (Intas Plot No. 5 to 14, Pharmez (23033935 Food and Drugs Control [VPDD Accord Healthcare |D& nghi gidi trinh b8 sung:
Pharmaceuticals [Near Village Matoda, Tal " Administration, Gujarat |Limited - B& sung bao cdo thanh tra tuwong (ng v&i GCN GMP dugc cap, dwoc hop phap héa lanh sy theo quy dinh.
Limited —Sanand, city: Matoda, S |State, India - B6 sung so d6 nha xwdng ban in to, rd rang, thé hién duwdng di cla nguyén liéu, ngudi; cap sach, chénh ap gitra cac khu vie; so dd hé théng nuérc,
Dist. Ahmedabad, Gujarat z hé théng AHU ban in to, rd rang.
State, India. z - B6 sung bdo cdo ra soat chat lwgng sadn pham vo trung.
~ - Gidi trinh viéc khong théng nhat théng tin gilta trang 6/39 va 14/39 tai SMF vé khu vurc sdn xuat va dang bao ché san xu4t tai Block C va Block G
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XUAT NHAN P
143 |Stallion Plot No. C1B-305, 2, 3,4 |23064203 - Food & Drugs Control Stallion Laboratories Pvt. |B& sung:
Laboratories Pvt. |& 5, G.I.D.C., Kerala S [Administration, Gujarat |Ltd + Bdo cdo thanh tra GMP gan nhit twong wéng GCN GMP cap nhat, dwoc HPHLS va chirng thuc theo quy dinh.
Ltd (Bavla), Dist. Ahmedabad, S state, India + Danh muyc cac dot thanh tra GMP trong 3 ndm gan day.
Gujarat State, India g
144 |Yash Medicare Near Sabar Dairy, Talod 22023138 ~ FDA Guijarat State, India |Cong ty U Square BG sung Bao cdo thanh tra GMP ngay 20-21/01/2022 (twong (ng véi GMP d3 ndp) ban day dd ndi dung dwoc chirng thue, hop phap héa lanh sy
Pvt Ltd Road, P.O. Hajipur, Tal- S Lifescience Private Ltd theo quy dinh.
Himatnagar, Hajipur - 383 z
006, Sabarkantha, Gujarat z
State, India e
145 |Eugia Pharma Unit II, A-1128, RIICO FT020/MH/0 - National Authority of Aurobindo Pharma Pé nghi bé sung hé so cap nhat WHO-GMP, bao gém cd pham vi Thudc dong khd dé gia han hiéu luc va xem xét cong bd pham vi thudc déng khé.
Specialities Industrial Area, Phase lll, |01/2023 S  [Medicines and Health Limited
Limited (tén ctila |Bhiwadi—301019, Dist. 3 Products (INFARMED),
Auronext pharma |Alwar. (Rajasthan), India 2 Portugal
private limited) i
146 |Lupin Limited GAT No.1156 (Part), NEW-WHO- " FDA Maharashtra State, |VPDD Lupin Ltd Pé nghi bé sung:
(Biotech Division) |Village Ghotawade, GMP/CERT/ S |India - Bdo cdo thanh tra twong tng véi gidy chirng nhan GMP, duoc chirng thuc, hgp phép héa I3nh sy day da
Taluka-Mulshi Pune PD/121965/ z - SMF cp nhat (nha may mé& rong dia chi va pham vi, thém nhiéu san pham mai)
412115, Maharashtra 2023/11/44 <o',. - Bo cdo chat luvgng san pham vé trung cla cac dang san pham mdi
State, India 163 ~
147 [M/S Medley Plot No. 10 & 11, Survey |DCD/D&D/L Drugs Licensing Medley Pharmaceuticals |[1.B6& sung
Pharmaceuticals [No. 367/8 &9, Zari A/2022- Authority, UT Limited D& nghi b6 sung Gidy phép thanh I3[ vin phong dai dién tai Viét Nam clia Medley Pharmaceuticals Limited.
Limited Causeway Road, 2023/4560 ~ Administration of DNH, 2. Gidi trinh
Kachigam, Daman - S |Daman & Diu, Daman, Pham vi chirng nhan trén GMP c6 bao gém vién nang ctrng. Tuy nhién — pham vi thanh tra, va théng tin SMF chi chira: Vién nén, thudc uéng dang
396210, India : India 16ng va sird kho. Dé nghi gidi trinh.
8 Theo email théng bédo tir CDSCO, lan thanh tra gan nhat la ngay 27-28/01/2022 — nhung bao cdo thanh tra cdng ty ndp 1a ngay 27-28/01/2021.
« Ngoai ra, sdn phdm thanh tra trong dot nay ciing khéng bao gdm dang bao ché vién nang cirng. D& nghi gidi trinh.
Béo cdo thanh tra GMP ngay 27-28/01/2021 thiéu cic Annex. Ban danh gid Inspection Compliance Report | cho dot thanh tra 27-28/01/2022,
khéng théng nhat.
148 |M/s Dr.Reddy's [Formulation Unit-VII, Plot |HMFO7- Drugs Control Dr. Reddy's Laboratories |1. Gidy chitng nhan chi d& cap téi nguyén tic India — GMP, khéng phai theo WHO-GMP.
Laboratories Ltd  |Nos P1 to P9, Phase-lll, 14051/1560 Administration, Andhra |[Ltd 2. D& nghi giai trinh cung s6 gidy chirng nhan HMF07-14051/1560/2022-PLNG AND BUDGT-DCA c6 nhiéu gidy cho céc co s& khac nhau:
VSEZ, Duvvada, /2022-PLNG N  [Pradesh, India + M/s Dr. Reddy's Laboratories Ltd (Formulation Unit-VII, Plot Nos P1 to P9, Phase-Ill, VSEZ, Duvvada, Visakhapatnam District - 530046, Andhra
Visakhapatnam District - |AND g Pradesh, India: dang dé nghi céng bé.
530046, Andhra Pradesh, [BUDGT-DCA S + DR. REDDY’S LABRATORIES LTD FTO-IX (Plot No's Q1 to Q5, Phase-lIl, VSEZ, Duvvada, Visakhapatnam District-530046, Andhra Pradesh, India): Da
India 8 cong b8 Dot 27.
+ M/s Dr. Reddy's Laboratories Ltd (FTO-SEZ, Process Unit 01, Survey No, 57 to 59, 60, 62&72, Sector No. 9 to 14 & 17 to 20, Devunipalavalasa (V),
Ranasthalam (M), Srikakulam District, Andhra Pradesh - 532 409, India): D3 céng b6 Dot 31.
149 [(M/s) Micro Labs |Plot No. S-155 to S-159 & UK GMP o |Medicines and VPDD Micro Labs Limited |Gidi trinh: B8 sung Gidy chirng nhan EU-GMP cap nhat (c6 hiéu lyc d&n 13/6/2024) do co quan quan ly Dl cdp va bdo cdo thanh tra tuvong ¢ng
Limited N1 Verna Industrial 22481 Insp S [Healthcare Products tai Ha Noi (kiém tra ngay 14/12/2022) dwgc hop phap héa theo quy dinh.
Estate,Phase Ill & Phase  |GMP : Regulatory Agency
IV, Verna Salcette, Goa, 22481/3030 : (MHRA), United
IN-403 722, India 0-0012 " |Kingdom
150 |MyLan Plot No. 20 & 21, 22113665 Food & Drugs Control Cong ty TNHH DKSH 1.B8 sung:
Laboratories Pharmez, Sarkhej - Bavla Administration, Pharma Viét Nam - Bo cao thanh tra ban day dd théng tin, dwgc HPHLS chirng thuc theo quy dinh (Chi cé gidi trinh clia co s&, Chuwa cung cap quy dinh cla co quan
Limited National Highway No.8A, Gandhinagar, Gujarat quan ly dwoc vé viéc khéng cap bao cdo thanh tra, chi cdp danh sach ton tai).
Near Village Matoda, Tal- State, India - Quy trinh san xuat thudc dang rén (vién nén, vién nén bao phim, bao duong) (Chi cung cdp quy trinh san xut Medroxyprogesteron ( hén dich
Sanand, N thudc tiém hormon).
city: Matoda, Dist. S 2. Giai trinh:
Ahmedabad - 382213, ‘:.“ Tai so d6 nha xwdng c6 cac khu vire san xuat vién nén thudng; vién nén hormon; thudc tiém hormon; khu san xuat misoprostol. Tuy nhién:
India 3 + Viéc san xuat vién nén thudng va misoprostol (cé téc dung pha thai) san xuat chung 1 khu vire (cung hang lang). D& nghj bé sung dénh gid rdi ro
theo quy dinh cia EMA vé viéc c6 thé san xuat chung Misoprostol trén day chuyén thuong.
+ Khu vire sdn xuat vién nén thuong chua cé céc khu ve déng géi cap 1, dé nghi lam rd viéc thye hién déng géi cap 1 vién nén thudng thyc hién tai
khu vuc nao.
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151 [Axon Drugs 148/12B, Chennai- 06/D1/4/20 Drugs Control, Axon Drugs Private -B6 sung so do tong thé clia co s&
Private Limited Bangalore highway, 22 ~ Tamilnadu, Chennai-600 [Limited - Gidi trinh cdc ndi dung sau:
Chembarambakkam- S |006, India +Trén GCN GMP va vin ban théng béo ton tai clia co quan chirc ning An Do thé hién co s& ¢6 san xust thudc chira Betalactam, tuy nhién, tai SMF,
602103, Tamilnadu, India 3 co s& khong ké khai san xuat loai thudc nay.
z +Theo so d6 nha xudng cung cap tai hd so, khong thé hién cé khu vire san xudt thudc chira Betalactam riéng biét.
e + Hé théng nudc dung chung cho ca thudc thuwdng va thudc chira khang sinh nhém Betalactam
152 |Sakar Healthcare |Block No. 10 - 13, Sarkhej-|22033210 Food & Drugs Control  |Céng ty c6 phan duwoc 1. B6 sung:
Limited Bavla Highway, City: Administration, pham va thiét bi y t& C.A.T|+ Gidy Uy quyén cla co s& san xuat cho co s& ndp hd so.
Changodar - 382213, Dist. Gandhinagar, Gujarat +Bdo cdo thanh tra GMP dgt gan nhat, c6 day d0 ndi dung. (Bdo cdo thanh tra chua ré pham vi thanh tra, chuwa cé dot ki€ém tra gan hon
Ahmedabad, Gujarat State, India 17/03/2022 theo ndi dung tai GCN GMP).
State, India ~ + SMF: b8 sung phu luc 2 danh muc sdn phadm thé hién céc san pham cu thé (tén, hoat chat, dang bao ché) san xuét tai tirng Plant.
8 + Bdo cdo chat lwgng sdn phdm hang ndm san pham thudc dong kho thudng (tai ho so chi cé bao cdo clia cac sdn phdm: dung dich thudc tiém
2 thudng va thudc bot pha tiém cepha).
e 2. Gidi trinh:
« Tai GCN GMP clia co s& san xuat cap cho pham vi penicillin (betalactum) va cephalosporin.
Tra clru céc SDK da cap clia Cuc QLD c6 cap cac sdn pham penicillin (thudc bt pha tiém, vién nén bao phim, thudc bot pha hdn dich udng).
Tuy nhién, tai SMF xac dinh chi c6 1 Cephalosporin Plant va chi cé 1 ddy chuy@n san xuat thudc vién cém bét, 1 day chuyén san xuat thudc tiém bot.
-> Giai trinh viéc san xuat thudc penicillin thuc hién tai khu vire nao.
153 [SANCE VI/51B, P.B. NO. 2, DC/982/202 Drugs Controller & Lupin Limited 1. B6 sung: tiép tuc bé sung theo céc yéu cau Dot 18 va Dot 26:
LABORATORIES ~ [KOZHUVANAL, PALA 3-ML1 Licensing Authority, - Gidy Uy quyén cla co s& san xuat cho co s& ndp hd so.
PVTLTD KOTTAYAM - 686573, Government of Kerala, - B4o cdo ra sodt chat lwgng dinh ky gan nhat d8i véi san phdm thudc bdt pha tiém chira khang sinh nhém Cephalosporin.
KERALA, INDIA India - Danh muc thiét bj san xuat thudc.
- S0 d6 nwdc WFI va so d6 nha xudng san xudt thudc vé trung: So dd dudng di clia ngudi va nguyén vat liéu, so dd chénh ap, so d6 cap sach.
- 2. Gidi trinh:
8 - GCN GMP ghi theo TRS 908 va phan phu luc d cap tdi ndi dung tuan thi theo WHO 1999 -> d& nghi lam rd nguyén tic WHO-GMP chirng nhan cé
3 theo céc tai liéu cap nhat cia WHO khéng.
3 - N&i dung cla bao céo thanh tra GMP va Gidy chirng nhan GMP chua théng nhét:
e + Tai bdo cdo thanh tra cé néu co s& khdng san xuat chat nguy co (khang sinh, hormon, déc té bao).
Tuy nhién tai GCN GMP cdp cho pham vi thudc khang sinh
+ Tai két luan tai bdo cdo thanh tra: Khdng xac nhan cho viéc sdn xuat thudc tiém Cefazolin. Viéc chirng nhan cho cac san phdm vo trung theo WHO-
GMP ¢ thé dugc xem xét sau. Chi chi*ng nhan cho céc san phdm khéng vé truing trong giai doan tir 07/02/2023 téi 06/02/2025.
Tuy nhién tai GCN pham vi cap cho ca thu8c vé trung va khéng vé trung, hiéu lywc déu dén ndm 2026.
+Tai GCN c6 néu cé phu luc cac sdn phdm dugc chirng nhan CoPP tai Annex 1, tuy nhién hd so chuwa dinh kém phu luc nay.
154 [Akums Drugs &  |Plot No. 19, 20 & 21, BG/GMP/20 |  |Bulgarian Drug Agency |VPDD Akums Drugs & Gidi trinh: D& nghi b8 sung hd so danh gia dap ’ng WHO-GMP cla nudc sé tai.
Pharmaceuticals |Sector-6A, IIE, Sidcul, 22/209 S Pharmaceuticals
Ltd Plan | Ranipur, Haridwar - S
249403, Uttarakhand, 3
India ~
155 [Unison Unit lll, C-7, 8, 9, Steel 22043239 Food & Drugs Control Coéng ty cd phan Duoc B6 sung bao cao thanh tra cia Co' quan quan Iy nudc s& tai cé day du théng tin cla dot thanh tra: tén co &, dia chi, thanh phan, pham vi,...dwoc
Pharmaceuticals |town, OPP. Nova Petro, N |Administration, Gujarat |phdm Song Van sao chirng thyc theo quy dinh (hgp phap héa I3nh sy, cdng chirng...) twong ing véi Gidy chirng nhan GMP d3 ndp trong hd so.
Pvt. Ltd Moraiya, Tal-Sanand, City: g. state, India
Moraiya, Dist. 3
Ahmedabad, 382 213, ]
Gujarat state, India
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156 [MSN Laboratories | Sy. No. 1277&1319 to L.Dis.N0:107 Drugs Control Dr. Reddy 's Laboratories [Cdng ty ddng ky chirng nhan GMP WHO [an dau
Private 1324, Nandigama 678/TS/202 Administration, LTD Giai trinh b8 sung:
Limited,Formulati |(Village& Mandal), Randa |3 Government of * Bao cdo thanh tra: chua ndp bdo cdo thanh tra twong (rng véi gidy chirng nhan GMP da cap, dé nghi b6 sung theo quy dinh
on Division, Unit Il |[Reddy District, Telangana, @ |Telangana, India * Danh muc san pham c6 san pham thudc tiém: dé nghi ndp bao cao theo d&i chat lvgng dinh ky cta thudc tiém theo quy dinh;
509228, Telangana State, 8[ * SMF: SMF No. MSNF2/SMF/D/001-04,thoi gian hiéu lyc: 24/09/2022:
India 5 - Théng tin SMF chi cho toa D-Block (danh cho céc san pham thudc udng dang ran), nhung trong danh muc san pham phé duyét trong gidy chitng
bt nhan GMP c6 san pham thudc tiém, d& nghi gidi trinh va b3 sung SMF phu hop.
- Layout: D3 ndp hd so méit bang khu vire san xuét clia block D, hé théng x&r ly nude. D& nghi cung cap: b sung: HO so mat bang téng thé cda toan
nha may tai dia chi nay va so d6 cac khu vyrc san xuét clia céc Block thudc nha may, kém theo so d6 phan cap sach, so d6 chénh léch ap suat, dudng
di cGa nguyén liéu va con ngudi.
157 |SP Accure Labs Plot No. 12, Biotech Park |OGYEI/422- o |National Institute of ANVO Pharma Canada Inc.|D& nghi b6 sung Gy quyén cla CSSX cho co s& dé nghj cong bd va céc ndi dung khac theo yéu cau Dot 23.
Pvt. Ltd Phase 2, Lalgadi 8/2018 S [Pharmacy and Nutrition
Malakpet, Shameerpet Z (OGYEI), Hungary
(M), Medchal Dist, e
Telangana, 500101, India ~
158 [Concord Biotech [297-298/2P, Valthera Tal - (23044077 Food & Drugs Control Concord Biotech Limited |D& nghi giai trinh bé sung:
Ltd. Dholka, Dist - Administration, Gujarat - GCN GMP m&i ban cirng c6 ghi nhan ngay bdo cdo thanh tra twong (ng ngay 16-17/01/2020 va 06/02/2020. GCN duoc gia han khéng dé cap dén
Ahmedabad, 382 225, Q |State, India thay thé& s& GCN cii 20041945.
Gujarat State, India 2' - Cong ty gidi trinh GCN cili duoc gia han ty ddng khong cd tién hanh thanh tra lai. Tuy nhién trén gidy chirng nhan méi van ghi nhan ngay thanh tra,

B c6 ban clrng cu thé ngay gia han, d& nghj bé sung chinh sach gia han ty dong clia co s& cap GCN.

S - Don dé nghi b8 sung: DN dirng tén trong don dé nghi Concord Biotech Ltd.; theo quy dinh néu c6 VPDD tai Viét Nam c6 quyén duoc dirng tén
céng b6 nhung con d4u phai theo quy dinh tai Viét Nam, ddu hién tai 13 clia cong ty tai An Do, chira ¢ thdm quyén ding ky tai Viét Nam, d& nghi
gidi trinh tu cach phap nhan.

159 |Medreich Limited [Manufacturing Unit Ill, MI-2021-CE- Therapeutic Goods VPDD Abbott B& sung:
4/3, Avalahalli, 14043-1 Administration (TGA), |Laboratories (Singapore) |- Gidy Gy quyén cla nha san xuat cho Céng ty dé nghj cong bé.
Anjanapura Post, Q  [Australia Private Limited - D& nghj cong b8 cho GMP nudc sé tai dé dugc cong b GMP clia TGA.
Kanakapura road, g - Bo cdo thanh tra GMP tuong (rng v6i GCN TGA-GMP, duwgc hop phap héa lanh sy va chirng thue day du tinh phap ly.
Bengaluru - Karnataka ﬁ - SMF: Annex 6 (ban in rd rang hodc file mém).
560062, India - So d6 mét bang téng thé, so d6 chi rd tirng block va tirng khu vire san xuat tai Block d6 (Layout tai hd so chwra chi rd la clia Block nao, trong khi
nha may c6 5 Block).
160 |(Zeiss Plot No. 72 EPIP-1 HFW-H ~ |State Drugs Controller, [Cngty TNHH MTV An D& nghj co sé& thure hién viéc thay d8i/b8 sung cach ghi dia chi co s& san xuat nop tai ho so ding ky thay d6i theo quy dinh Théng tw 08/2022/TT-
Pharmaceuticals [Jharmajri, Baddi Distt. [Drugs] § Health & Family Welfare [Phat BYT
Pvt Ltd. Solan. (H.P.), India 354/05 3‘ Department Himachal
rv‘_"'a Pradesh, India
161 |Zeiss Plot No. 72 EPIP-1 HFW-H ~ |State Drugs Controller, |Zeiss Pharmaceuticals Pvt | 1. Gidi trinh: Pham vi dé nghi céng b8 “Thudc vo trung: Thudc bot pha tiém” khong phu hgp véi Gidy chirtng nhan GMP. Péng thai, Co s& san xut
Pharmaceuticals [Jharmajri, Baddi Distt. [Drugs] S |Health & Family Welfare |Ltd.; Cong ty TNHH MTV |Zeiss Pharmaceuticals Pvt Ltd d& dugc cdng b6 danh gid dép (rng GMP tai Dot 25 d8i véi pham vi “San xudt, déng gdi va kiém tra chat lwgng: Thudc
Pvt Ltd. Solan. (H.P.), India 354/05 E Department Himachal  |An Phat b6t pha tiém chira khang sinh nhém Cephalosporin”.
2 Pradesh, India 2. P& nghj co s& thuc hién viéc thay d8i/b8 sung cach ghi dia chi co s& san xuat nop tai hd so ding ky thay d6i theo quy dinh Théng tw 08/2022/TT-
i BYT
162 [Nabros Pharma Survey No. - 110/A/2, 22033197 Food & Drug Control VPDD Ar Tradex Private  |Giai trinh/b& sung:
Pvt. Ltd AMIT Farm, Jain Administration Limited - B& sung Bdo cdo thanh tra ngay 28/12/2021 |3 ban sao cong chirng duoc hgp phap héa I3nh sy theo quy dinh.
UPASRYA, Nr. Coca Cola Gandhinagar, Gujarat - Gidi trinh vé sy khéng théng nhat cla bdo cdo thanh tra ngay 05/01/2022: Ngay cdng van ghi rd |a bao cdo thanh tra ngay 05/01/2022 nhung
factory, N.H.NO.8, City - N |state, India trang tiép theo lai ghi ngay thanh tra 1 29/05/2020, céc trang tiép theo thé hién ngay thanh tra 05/01/2022.
Kajipura-387411, Dist- 8 - B4o céo thanh tra thé hién dia diém kiém tra chi la “Unit II, Survey No. - 110/A/2, AMIT Farm, Jain UPASRYA, Nr. Coca Cola factory, N.H.NO.8,
KHEDA, Gujarat state, 8[ Kajipura-387411, Dist-KHRDA, India” chuwa phu hop véi dia chi cla co s& dé nghi cong bé “Survey No. - 110/A/2, AMIT Farm, Jain UPASRYA, Nr. Coca
India 3 Cola factory, N.H.NO.8, Kajipura-387411, Dist-KHEDA, India”.

- Bao cao ra soat chat lwgng SP vé trung chi Ia ban copy.
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163 |Sri Krishna Unit-Il, Plot No. A-34 MT/026HM/ Medicines Authority of [Cong ty C8 phan Gonsa  |Giai trinh: BS sung:
Pharmaceuticals [(block B) and A-35 (block [2022 n  |Malta (MAM) + Gidy Gy quyén clia co s& san xuat cho doanh nghiép nép ho so.
Limited A), IDA, Nacharam, Uppal S +B6 sung cac so dd hé thang xtr ly khong khi, x&r ly nudc, so d6 ki thuat nha xwédng in mau, rd rang trén khd gidy phu hop thé hién khu vire san
(M), Medchal-Malkajgiri 3 xuét, kiém nghiém, kho va chi r& khu virc san xuat déi véi nhém san pham dé nghij céng bd
district, Hyderabad, S‘r
Telangana 500076, India ~
164 |Indiana 135, 136, 137, G.I.D.C. 22103560 o |Food &Drug Coéng ty C6 phan Duoc - Bdo céo thanh tra chwra cé d3y d0 thong tin Pham vi thanh tra, co quan thanh tra chi la théng bao can khic phuc, yéu cau b sung ban bao céo
Ophthalmics LLP. |Estate, City: S [Administration, pham va Thiét biy t& thanh tra theo quy dinh.
Wadhwancity, Dist. g Gandhinagar, Gujarat  |CA.T - SMF khéng cé théng tin lién quan dén day chuyén san xut cho pham vi méi “Thudc xit miii, thudc nhé tai, m& va gel” chi c6 théng tin vé "thudc
Surendranagarf 3 State, India nhd mat, m& tra mat" . Pé nghj gidi trinh.
Gujarat State, India - - Gidy xac nhan d6i tén co s& san xuat: dia chi chua théng nhat véi gidy chirng nhan dl diéu kién kinh doanh
165 |Fourrts (India) Vandalur Road, 15212/D1/4 _, |Department of Food Cong ty TNHH Duoc Pé nghi b6 sung bao cdo thanh tra ban day dd kém theo céc phu luc dugc hop phap héa lanh sy theo quy dinh
Laboratories Pvt. |Kelambakkam - 603 103, |/2020 S |Safety and Drugs pham Y-Med
Limited India 3 control administration
3 government of
e Tamilnadu, India
166 [NECTAR Village Saidpura, Tehsil Drugs (3) « |Food & Drugs Cong ty TNHH Dugc Nha may cé 10 block (7 block OB—OC —OD-OE-OF-OG-OH san xuat non-sterile, 2 block SD va SE san xuét sterile va 1 block san xuit menthol). Céng
LIFESCIENCES Derabassi, District Pb. § Administration, Punjab, |ph&m Hong Ha ty m&i ndp so dd b tri hé théng x{ Iy khéng khi cho Block OH, OG va SE. Yéu cau b8 sung so d6 day dd clia cac block.
LIMITED Sahibzada Ajit Singh 2021/6335 8‘ India
Nagar, Punjab, India 8‘
167 |Sunglow S.No. 208/1A, 208/2A1B, [SK/015V/20 State Institute for Drug |Aryabrat International D& nghi b8 sung hd so danh gia GMP s& tai theo yéu cau cla Dot 32:
Lifescience 220/3B, Nelvoy- 22 Control (SUKL), Slovakia |Pte. Ltd. 1. Pé nghi cung cap gidy Uy quyén dirng tén ddng ky tir nha mdy cho co s& cong b8 & Viét Nam, ban dugc chirng thuc (hop phap héa lanh sy, cong
Private Limited Thirumukkodal Road, Q chirng) theo quy dinh.
Kattankulam Village, 8' 2. BS sung SMF day du cac phu luc (cac appendix (Appendix 1-> Appendix 9) theo hwéng dan ciia WHO-GMP/PICs-GMP/EU-GMP, trong dé:
Uthiramerur Taluk, $ +S0 d0 nha xudng ban in rd rang thé hién tirng khu virc sdn xuét (tén phong, cap sach, chénh ép ...).
Kancheepuram Dist, Pin- 9 + Danh muc cac nha san xuat va co s& kiém nghiém theo hgp déng .
631 606, Tamilnadu, India + S0 dd hé théng x& ly nuwdc.
+ Danh muc cac thiét bi san xuat va kiém nghiém chinh.
168 [Hetero Drugs Sy.No0.599, Temple Road, |L.Dis.No. Drugs Control VPDD Hetero Labs B& sung:
Limited (Unit - IV) [Bonthapally Village, 0043/E1/20 Q  |Administration, Limited tai Tp. HCM - Gidy Uy quyén cla co s& san xuit cho co s& ndp hé so danh gia dap rng GMP.
Gummadidala Mandal, 20 2‘ Telangana, India - Gidy GMP cap nhat va bdo cdo thanh tra tuwong (rng, ca hai dugc sao chirng thyc, hop phéap héa lanh sy theo quy dinh.
Sangareddy District, 8 - Danh muc cp nhat cac dot thanh tra GMP tai co s& trong 3 ndm gan day.
Telangana State, India 8 - Ban vé layout chung toan bd site va layout céc khu vuc san xuét (phan cap sach, chénh ap, dudng di clia ngudi, nguyén vat liéu, sdn pham) duoc in
rd rang hodc ban mém (Ban layout d& ndp chi cé layout chung clia c site va in md, khong doc duoc).
169 |Realcade Survey No. - 891-892,Y - (22073454 ~ Food & Drug Control Cong ty TNHH MTV An BG sung:
Lifescience Pvt.  [Junction, At - Narmada S |Administration, Gujarat [Phat - Gidy Uy quy@én cla co s& san xudt cho co s& ndp hd so dénh gid dap (rng GMP.
Ltd. Canal, Karannagar - 382 E state, India - Ban v& layout t6ng thé clia toan bd co s& san xuit tai dia chi d& nghj danh gia, thé hién rd va thuyét minh vai tro clia cac khu vy, tda nha.
715, Dist. - Mehsana, .,('3, - Céc ban vé& layout khu virc sdn xuat (So dd phan cap sach, so dd phan b chénh ép, so d6 duwdng di cla ngudi, clia nguyén vat liéu, cla san pham)
Guijarat state, India ~ tai Annexure VI cia SMF dugc in rd rang hodc ban mém. Ban layout d3 cung cap in nhd mo, khéng doc duoc.
170 [Gufic Biosciences |Survey No. 171, N.H.No. (21092905 Food and Drugs Control |APC Pharmaceuticals and |B6 sung ti€p tuc theo yéu cau clia Dot 33:
Ltd., Unit 2 8, Near Grid, Kabilpore, < |Administration, Gujarat |Chemical Ltd. - Ban vé layout cla toan bo co sé& san xuit tai dia chi ding ky (gdm tat ca cac building, khu vuc).
396 424, Navsari, Gujarat 8 State, India - Lam rd vai trd clia céc d&i tdc hop ddng trong Appendix 4B (Loan license party), 4C (P2P/Third party) trong SMF d& ndp.
State, India $ - Ban v& so dd nguyén ly hé théng san xuat nwdc WFI (Appendix 7 clia SMF).
S - B4o céo ra sodt chat lwgng san phdm dinh ky (PQR) clia sdn pham cé dang bao ché dung dich thé tich nhé déng Pre-fill syringe, déng Dual chamber
syringe.
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171 [DR. REDDY'S FTO-SEZ, PROCESS UNIT  [HMFO7- Drug Control VPDD Dr. Reddy's - B& sung béo cdo thanh tra cla Co quan quan ly nuwdce sé tai dugce hgp phap héa Ianh sy va chirng thye theo quy dinh.
LABORATORIES 02, SURVEY NO.'S. 70, 14051/1465 Administration, Andhra |Laboratories Ltd tai TP - Gidy chirng nhan GMP trong ho so chi cap phép sdn xuat cho pham vi thudc vién nang chira thuéc déc t& bao. Bao cdo thanh tra pham vi chi bao
LIMITED 718&73, /2022- ~ |Pradesh, India HCM gdm 2 thudc hoat tinh manh dang vién nang mém: Midostaurin Capsules 25 mg; Enzalutamide Capsules 40mg. Tuy nhién, SMF thé hién co s& san
DEVUNIPALAVALASA ADMIN-DCA o xuat ca thudc thudng va thudc hoat tinh manh, khéng cé théng tin vé viéc cé day chuyén san xuat riéng biét cho thudc déc té bao, thuéc hoat tinh
VILLAGE, RANASTHALAM 3 manh hay khéng. D& nghj céng ty lam rd pham vi san xut va pham vi d& nghj chirng nhan cho co s6.
MANDAL, SRIKAKULAM 3
DISTRICT - 532 4009, -
ANDHRA PRADESH, INDIA
172 |M/s. Lee Pharma [Plot No. V, Phase-Il, VSEZ, |HMFQ7- Government of Andhra |Céng ty TNHH M6t thanh B8 sung bdo cdo thanh tra tuwong (rng véi cac san pham trén chirng nhan GMP hodc x4c nhan cla co quan quan ly vé viéc cap Gidy GMP cho céc san
Limited Duvvada, Sabbavaram 14051/313/ < |Pradesh — Drugs Control |vién An Phat pham thuéc vién nén, vién nén bao phim trén co s& dgt thanh tra cho vién nang ngay 22-23/12/2020.
(M), Visakhapatnam 2021- 8' Administration, India
District - 530 049, Andhra |[ADMIN-DCA <olr
Pradesh, India S
173 [M/s. Lee Pharma |Plot No. V, Phase-Il, VSEZ, |HMFQ7- Government of Andhra |Céng ty TNHH M6t thanh B8 sung Gidy chirng nhan GMP con hiéu lyc va bao cdo thanh tra twong ing dwoc hop phéap héa lanh sy theo quy dinh.
Limited Duvvada, Sabbavaram 14051/228/ Q |Pradesh —Drugs Control |vién An Phét
(M), Visakhapatnam 2020-TECH- 8' Administration, India
District - 530049, Andhra  [DCA S
Pradesh, India b
174 |Lee Pharma Plot No.: V, Phase-ll, OGYEI/3839 National Institute of Cong ty TNHH Mdt thanh |B6 sung hd so dé cong bé nudc sé tai d6i véi dang bao ché vién nén, vién nén bao phim truéc khi céng bs EU-GMP.
Limited VSEZ, Duvvada, 5-4/2020 Q |Pharmacy and Nutrition |vién An Phat
Sabbavaram (M), ] |(OGYEI), Hungary
Visakhapatnam District, 8‘
Andhra Pradesh, 530049, S
India
175 |Apothecon Plot No 1134, 1135, 1136, (20051973 Food and Drug Control |Congty TNHH XNK va BG sung gidy GMP cap nhat va bdo cdo thanh tra twong (ng, ca hai dwgc sao chirng thuc, hop phéap héa lanh sy theo quy dinh.
Pharmaceuticals (1137, 1143B, 1144 A&B, Administration, Gujarat |phan ph&i DP Ha N&i
Pvt. Ltd. 1138 A&B, Padra- Q |[State, India
Jambusar Highway, Tal- S
Padra Village-Dabhasa, 3‘
City. Dabhasa - 391 440 8
Dist. Vadadara, Gujarat
State, India
176 |Uniza Lifecare Sr. No. 919/7, (Old Sr. No. |21092922 Food & Drugs Control Cong ty TNHH Duoc Coéng ty chua cung cip Annex 8 clia SMF, ban in rd rang, dé nghi bé sung
Private Limited 404), Kadi-Detroj Road, < |Administration, Gujarat |pham Nhan Vy Cudng
Balasar, Tal. - Kadi, Dist. - g. State, India
Mehsana - 382 715, $
Gujarat state, India 5
177 |Shreya Life Plot No. 13,14&15, Village |17P/1/207/2 Food safety&Drugs Cong ty TNHH DP New - Khéng cong bé d6i véi pham vi san xuét thudc khéng vé trung. Ly do:
Sciences Pvt.Ltd |- Raipur, Bhagwanpur, 007/16151 Administration Far East '+ So' d6 Hé théng nudc: Theo so d6 nguyén ly Hé théng nudc tai hd so téng thé (Annexure -7), nwéc tinh khiét st dung cho day chuyén
Distt, Haridwar, < |Authority Directorate Cephalosporin duwgc hdi vé hé théng chung cling véi céc day chuyén khac.
Uttarakhand, India g. General of Medical '+ So d6 HVAC (khu virc san xuat cac san pham khéng vé trung): Co s& st dung loc chung trén Hé théng HVAC (Plenum Hepa Filter), loc cudi khéng
$ Health and familys phai loc H13, khong dap (rng nguyén téc, tiéu chudn WHO-GMP d8i v&i co s& san xuat nhidu san phdm trong cling nha xudng
& |Welfare, Sahastradhara - D6i v6i san pham vé trung: BS sung bao cdo ra soat chat lugng san pham thudc vé trung
road, Dehradun, India
178 |Laben Life Plot No. C-20/1, C-21, NEW-WHO- _, |Food &Drugs Céng ty TNHH Dugc P& nghi bé sung, gidi trinh:
Sciences Pvt. Ltd. [Phase Ill, MIDC, Akola- GMP/CERT/ S  [Administration M.S phadm New Far East - Bao cdo thanh tra phu hop véi GCN WHO-GMP dugc hop phap hda lanh sy theo quy dinh.
444104 TQ: Akola AMD/10454 | 2, |Bandra - Kurla Complex, - B6 sung so dd Hé théng xUr ly khéng khi; cap sach, chénh ap giita cac khu vyec.
444104, Maharashtra, 0/2021/11/3 :1,‘ Bandra (E), Mumbai, - Cha thich rd céc khu vire sdn xuat cac dang bao ché.
State, India 8097 ~  |india
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179 |M/s Torrent Plot No.810, Sector llI, 01 ~ |Food and Drugs Cong ty Torrent P& nghi bé sung:
Pharmaceuticals |Industrial Area, § Administration Madhya |Pharmaceuticals Limited [1. SMF:
Limited Pithampur Dist. Dhar- 9" Pradesh, Idgah hils, + Layout qua nhd va md, khéng nhin rd cc phong khu vire san xuat, dé nghi cung cap lai Layout chénh dp, phan cip sach, duwdng di con ngudi va
454775 (M.P.) India g& Bhopal, India vat liéu, so d6 khu virc san xuat: day da, rd rang.
180 |Abaris Healthcare |Plot No. - 1407 - 11, Vill - |22033202 Food & Drug Cong ty ¢ phan duoc BG sung:
Pvt.Ltd. Rajpur, Tal - Kadi, City - Administration, Gujarat |phdm Song Van - Gidy Gy quyén clia co s& san xuat cho cong ty dang ky
Rajpur, Dist. - Mehsana, Q  |State, India - Bdo cdo thanh tra duogc chirng thue, hop phap héa sy day du theo quy dinh.
Gujarat State, India 8 - Phu luc SMF theo huéng dan cia WHO/PICs/EU-GMP, cé d3y dd cac phu luc: gidy phép san xuat, so db t6 chirc, so d6 mat bang,...trong dé:
8[ + S0 d6 mat bang téng thé day dd clia nha may (Trong SMF d3 ndp chi cé ban in layout clia tang trét va khu vuc mé rong clia tang 1)
Q +Ban in rd rang thé hién tirng khu vyrc san xuét (tén phong, cap sach, chénh 4p ...).
+ Danh muc cac nha sdn xuat va co s& kiém nghiém theo hgp dong .
+ Danh muyc cac thiét bi san xuat va kiém nghiém chinh.
181 |Krux Pharma Balda Industrial Park, Plot |20031909 Food & Drug Control Nibblen Life Sciences Pé nghi b6 sung:
Private Limited No. 10/C & 11/C, Survey o |Administration, Private Limited '- B6 sung bao céo thanh tra ban day dl twong &ng véi GCN GMP ndp trong hd so, dugc hop phap héa I3nh sy theo quy dinh.
No. 256/P-1, Village: 2 Guajarat state, India '- B8 sung gidy Gy quyén clia co sdn xuat cho co s& dé nghi cong bé.
Balda, Tal-Pardi, Dist, 2
Valsad- 396 125, Gujarat -
State, India
182 |Bliss GVS Pharma |Survey No. 43-44, Vevoor |NEW-WHO- Food & Drug VPDD Bliss GVS Pharma  |1. B6 sung:
Limited Village, Palghar 401404  |GMP/CERT/ Administration, Limited - B&n v& t8ng thé cla co s& san xuat thé hién toan bo cac tda nha, khu vyrc tai dia chi @& nghi danh gia.
Maharashtra State, India |KD/100721/ < |Maharashtra State, India - C4c ban v& so dd phan cp sach, phan bé chénh &p, dudng di clia ngudi, nguyén vat liéu, sdn phdm trong khu vye san xuat, dugc in rd rang hodc
2021/11/35 | & ban mém.
613 <o‘r - So dd hé théng san xudt nudc PW, duwoc in rd rang hodc ban mém.
3 - Appendix VIl (C) trong SMF, duoc in rd rang hodc ban mém.
2. Giai trinh: Trong danh muc cac dot thanh tra GMP tai co' s& trong 3 ndm gan day khong c6 dot kiém tra ngay 01-02/03/2021 (theo bo cdo thanh
tra ndp kem).
183 |Bliss GVS Pharma |Survey No. 43-44, Vevoor |NEW-WHO- Food & Drug VPDD Bliss GVS Pharma  |1. B6 sung:
Limited Village, Palghar 401404  |GMP/CERT/ Administration, Limited - Ban vé téng thé cla co s& san xudt thé hién toan bd cac tda nha, khu vire tai dia chi dé nghi danh gia.
Maharashtra State, India |KD/119782/ Q  |Maharashtra State, India - C4c ban vé so d6 phan cp sach, phan bé chénh &p, dudng di clia ngudi, nguyén vat liéu, sdn phdm trong khu vire san xuit, dugc in rd rang hodc
2022/11/42 | & ban mém.
799 “:‘«' - S0 d6 hé théng san xudt nudc PW, duwoc in rd rang hodc ban mém.
A - Appendix VIl (C) trong SMF, duoc in rd rang hodc ban mém.
2. Giai trinh: Trong danh muc cac dot thanh tra GMP tai co' s& trong 3 ndm gan day khoéng c6 dot kiém tra ngay 01-02/03/2021 (theo bdo cdo thanh
tra ndp kém).
184 |Hetero Heathcare |At AlIDC Industrial HSD/Mfg/H Health Services, Assam |Hetero Heathcare BG sung:
Limited Growth Center, HL/265/16/ ~ |Hengrabai, Guwahati - - Ban gbc Gidy chung nhan GMP s6 HSD/Mfg/HHL/265/16/Pt-11/805 ban géc dé déi chiéu va gidi trinh ly do ngay thanh tra 13 05/4/2022 nhung gidy
Changsari, (Village) Niz Pt-11/805 S  [36, India d3 duoc cap 10/3/2022 (trwdc ngay thanh tra)
Sindurighopa, (Mouza) ; - B6 sung danh muc san pham kém theo béo cdo thanh tra.
Sila Sindurighopa, 2 - SMF day d0 cac phu luc theo mau clia WHO/PICs bao gbm céc so db tng thé va so d6 cac khu vire sdn xuét, hé théng phu tro, ...
(District) Karmup (R), - - Gidy phép thanh 13p cla Van phong dai dién tai Viét Nam hodc Gy quyén cho don vij c6 phap nhan tai Viét nam thyc hién ndp hd so dé nghi cong
Assam-781101, India bo.
185 [M/s Ultra Drugs |HS No.-211, Kh. No. 77/1, |[HFW-H Health & Family Welfare |Ultra Drugs Pvt. Ltd., Unit |Yéu cau b6 sung:
Pvt. Ltd., Unit Il 78/1, Village Katha, Tehsil [[Drugs] Department Himachal  |II 1. So d6 mét bang téng thé, so d6 nha xudng ban in rd rang thé hién tirng khu vire san xuat (tén phong, dwong di chia nguyén liéu, con ngudi, cap
Baddi, Distt. Solan (H.P.), [98/17 N |Pradesh (State Drugs sach, chénh 4p...), so d6 hé théng khi nén.
India (173205) 8 Controller), India 2. Gidy phép san xuat cap nhat con thdi han hiéu lyc, ban in rd rang duoc hop phép hda lanh sy, chirng thyc theo quy dinh (Trén béo cdo thanh tra
5 thé hién thdi gian hét han gidy phép san xuat 23/01/2023. Gidy phép san xuat ndp kém tai ho so 13 ban in mo, khé doc, hét han 23.01.2023).
X 3. Annex 1 Danh muc san pham duwoc cap kém theo tai Bdo cdo thanh tra.
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186 |Aura Lifecare Pvt. |Survey No.254/14/1, 20092242 Food & Drugs Control VPDD Aryabrat B6 sung:
Ltd Jarod - Savli Road, P.O: Q  |Administration, Gujarat, |International Pte. Ltd tai |+ Gidy Gy quyén ctia Nha san xuat cho co s& dang ky
Karachiya, Tal.- Savli, 8 India TP. H8 Chi Minh + Gidy chirng nhan dap rng nguyén tdc WHO-GMP va Bao cdo thanh tra thé hién viéc danh gia thuc hién trén nguyén tic WHO-GMP dé xem xét
Dist.- Vadodara - 391 520 $ + S0 d6 nha xwdng, hé théng phu trg: nudc, khhi nén,...ban in rd rang thé hién tirng khu virc san xuat (tén phong, cap sach, chénh ép ...).
Gujarat State, India. N + Danh muc céc dot thanh tra trong 3 nam
187 |M/s Intas Camp Road, Selaquin- 26/1/Ausha Drugs Licensing & Accord Healthcare - P& nghi b6 sung gidy Oy quyén cla co sé& san xuat cho doanh nghiép ndp hd so.
Pharmaceuticals |248197, Dehradun, dhi/78/2019 Controlling Authority, Limited - Bo cdo thanh tra do co quan quan ly nwéc s tai cap:
Limited Uttarakhand (India) Uttarakhand, India + Chi ghi cong ty san xuat thubc ran dung qua dudng udng, chwra phi hgp véi pham vi ghi trén GMP. Dé nghij gidi trinh/bd sung.
+ Phan chirng nhan/HPHLS, che di mét s& ndi dung trong bdo cdo thanh tra.
+ Khéng c6 théng tin co quan tién hanh thanh tra.
- Bo cdo thanh tra do US FDA cap:
~ + Ngay thanh tra (08/4/2019->12/4/2019) chuwa théng nhat véi Danh muc thanh tra GMP trong 3 ndm gan nhat (10/01/2023->20/01/2023).
N +Tén sdn phdm duwoc thanh tra (Levothyroxine sodium tablets 75mcg) khéng théng nhat véi san pham dé nghij céng bd (Levothyroxine sodium
3 tablets USP 75mcg)
< - B6 sung Bdo cdo ra soat chat lvgng san pham (d&i vai thudc vé trung)
« - Danh muc thanh tra GMP trong 3 ndm gan day:
+Théng tin vé dia diém thanh tra d8i v&i thanh tra ngay 19&20.01.2022 tai Danh muc thanh tra (Block B, Block D, Block E) khéng th&ng nhat véi
Bdo cdo thanh tra (Block B, Block D).
+ D& nghi xem lai ndi dung liét k& do US FDA thanh tra tai Danh muc thanh tra va Bdo cdo thanh tra do US FDA cip: Ngay thanh tra chua théng nhat
tai cac tai liéu nay, két qua chua thé hién rd cong ty dap ¢ng hay chua dap (ng cac ndi dung thanh tra.
- HO so téng thé:
Gidy phép san xuét: Dia chi co s& san xudt khéng théng nhat véi GMP
188 |Indeus Life Plot No. 1. S No. 252, 253 |NEW-WHO- Food & Drug Cong ty TNHH Corex B& sung:
Sciences PVT. LTD |Ground Floor & First Floor |GMP/CERT/ - Administration, Biopharm - ny quyén clia co s& san xuat cho cong ty dang ky
SU Motors Complex MD/101493 S [Maharashtra State, India - Annex 1 kém theo bao cdo thanh tra dugc hgp phép hda
Model Town Balrajeshwar |/2021/11/36 ,‘1‘ - B6 sung H6 so téng thé cap nhat trong d6 bao gdm: So d6 mat bang tdng thé cé dl thong tin va cac khu vire san xuat, layout khu vuc san xuat (cap
Road, Mulund Mumbai 598 2 sach, chénh &p,...), layout hé théng, danh sach thiét bi...
400080 Maharashtra -
State, India
189 |Indeus Life SU Motor's Complex, NL/H Health Care Cong ty TNHH Corex B& sung:
Sciences PVT. LTD |Balrajeshwar Road, 18/2003799 ®  |Inspectorate - Biopharm Béo cdo thanh tra EU-GMP twong (ng v&i Gidy chirng nhan EU-GMP va dé nghi gia han EU-GMP néu cong ty chua duwoc kiém tra va cap gidy mai.
Model Town, Mulund 8‘ Pharmaceutical Affairs Hod&c Gidy chirng nhan EU-GMP c3p nhat va Bao cdo thanh tra twong rng vdi gidy chirng nhan EU-GMP cap nhat
(W), Mumbai, g‘ and Medical
Maharashtra, 400080, 3 |Technology, Netherlands
India
190 |Pinnacle Life Khasra No.: 1328-1330,  |HFW- Health & family Welfare |Cong ty c6 phan Y té BG sung Uy quyén cla co s& sdn xuat cho co s& ndp hd so cong bo
Science Private  |Village - Manpura, Tehsil- |H[Drugs] N |Department, Himachal |Minh An Bao cdo thanh tra chuwra c6 hgp phép héa lanh sy, BS sung béo cdo thanh tra do co quan quén ly cé thdm quyén cap (trong hd so chi 1a ban sao do co
Limited Baddi, District-Solan, 129/08 8 Pradesh, Baddi, Distt. s& tu chuan bi.
Himachal Pradesh- 3 Solan., India B6 sung Danh muc dgt thanh tra GMP trong 3 ndm gan dayHo so téng thé chua cé hé théng x{ ly nwdc va khong kh, b sung day da phu luc dinh
174101, India [ kém layout r& rang dé doc.
191 |Ratnatris Survey No., -416, At. 23064182 Foods & Drugs Control |Ratnatris 1. B6 sung:
Pharmaceuticals |Indrad, Ta. Kadi, Dist.- Administration, Gujarat |Pharmaceuticals Pvt. Ltd., [+ B8 sung bdo cdo chat lwvgng san phdm hang nam thudc tiém nudc dé dugce cong bd pham vi nay.
Pvt. Ltd. Mehsana - 382 715 State, India 2. Gidi trinh:
Gujarat State, India Q +Lam r& pham vi kiém tra GMP tai bdo cdo thanh tra dot 12-13/04/2023. (Bo cdo thanh tra chua cé cu thé pham vi, tai danh sach cac ton tai c6 dé
8 cap td&i cac day chuyén san xuét betalactam, thudc tiém thé tich nhé. Trong khi GCN GMP c&p cho pham vi thudc tiém nuédc/ thubc bot vo trung,
$ thuéc OSD, thudc udng dang Idng.)
3 +D38i véi pham vi thudc betalactam: Tai SMF md ta cong ty c6 1 day chuyén san xuat thudc betalactam va thuc hién san xuét ca san pham penicillin
va cephalosporin. D& nghi lam rd tinh trang dap (rng cla day chuyén san xuat nay sau dot danh gia 12-13/04/2023 cla co quan quan ly nudc sé tai.

Danh sach co s& can b6 sung, gidi trinh

Trang 27 / 47 Dot 34



TEN CO’ SO’ SAN o GIAY CH. | NGAY pe - A x A & Fm S = . N
STT XUAT DIA CHI NHAN CAP CO QUAN CAP DN DE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
192 |Lupin limited 198-202 New Industrial ~ |2019/HPF/P French National Agency |VPDD Lupin limited B6 sung ho so theo quy dinh tai khodn 2 Digu 98 Nghi dinh 54, cu thé:
Area No.2, Mandideep,  |T/008 for Medicines and - GMP hodc bao cao kiém tra GMP hodc gidy phép san xuat cé day d théng tin vé dang bao ché clia thudc, nguyén liéu lam thudc clia co quan cé
District Raisen, Madhya, Health Products Safety tham quyén clia nudc s tai cap;
Pradesh, 462046, India (ANSM) - GMP hoic bao cao kiém tra GMP do co quan quan ly dugc clia nudce thanh vién cta Lién minh Chau Au (EU) hodc Hé thdng thanh tra dugc pham

Q quéc té (PIC/S) cap dugc chirng thuc va hop phap héa lanh sy béi nudce cap hodc nudc thudce EU cap;

8 - SMF theo hudng dan vé ho so tong thé cla co s& san xuat clia Lién minh Chau Au (EU) hodc clia Hé théng thanh tra duwoc pham quéc té (PIC/S)

3 hodc ciia WHO;

8 - Danh muc céc dot kiém tra GMP do co quan quan ly dugc nudc sé tai hodc co quan quan ly duwoc nwdce khac da tién hanh trong vong 03 nam ké
tlr ngay ndp hd so va bdo cdo kiém tra thirc hanh tét sdn xuat cla dot kiém tra gan nhat c6 pham vi kiém tra bao gdm thudc, nguyén liéu lam thuéc
dang ky hodc dang bao ché cla thudc dang ky;

- Danh muc céc thudc kém dang bao ché, nguyén liéu lam thudc da cung cap hodc dv dinh cung cip vao Viét Nam;
- Quy trinh xudt xwdng d&i vai thudc, nguyén liéu lam thudc du kién déng ky lwu hanh tai Viét Nam.
193 |Maxtar Bio-Genics |Khasra no. 705, Vill. HFW-H State Drugs Controller, |Congty TNHH Dugc BG sung:
Malkumajra, Nalagarh [Drugs] Himachal Pradesh, India |phdm Y-med - Gidy Uy quyén clia co s& san xuat cho co s& ndp hd so dé nghj danh gia.
Road, Baddi, Distt. Solan |359/06 - Gidy GMP cap nhat va bdo cdo thanh tra twong (rng, ca hai duoc sao chirng thue, hop phap héa lanh su theo quy dinh.
(H.P.), India. o - Danh muc cac dot thanh tra GMP tai co' s& trong 3 ndm gan day.

3 - Gidy phép san xuat cla co s& tai Annex VI clia SMF.

z - Ban v layout t8ng thé clia toan bod co s san xuit tai dia chi dé nghi danh gid, thé hién rd va thuyé&t minh vai tro cla céc khu vy, toa nha.

S', - Céc ban v& so d6 phan cap sach, so d6 phan bé chénh 4p, so d6 dwdng di clia ngudi, nguyén vat liéu, san pham tai Annex VIIl clia SMF, dugcin rd

e rang hodc ban mém.

- So db flowchart thé hién quy trinh san xuat céc dang bao ché dugc san xuat tai co sd.
- Thuyét minh vé viéc phan tach giita san xuat thudc non-beta va beta-lactam tai co' s& va lam rd phan nhém thudc beta-lactam dwoc san xuét tai co
sd.
194 |XL Laboratories Plot A-141, EPIP, RIICO OGYEI/2725 National Institute of VPDD XL Laboratories 1. B8 sung:
Pvt. Ltd (Soft Industrial Area 9-7/2017 Pharmacy and Nutrition |Pvt. Ltd tai Tp. HCM - Gidy chirng nhan GMP cla nuwdc sé tai con hiéu lyc va bdo cdo thanh tra GMP tuong (rng, dwgc HPHLS va chirng thue theo quy dinh dé cong bd
Gelatine) Neemrana, Alwar, (OGYEI), Hungary GMP nudc sd tai trude.
Rajasthan, 301701, India - Gidy chirng nhan GMP EU con hiéu lyc va bdo cdo thanh tra GMP twong ¢ng, duwgc HPHLS va chirng thyc theo quy dinh (tai hd so GCN GMP d3 hét
© hiéu lyc va tra clru Eudra da c6 GCN méi (trwde ngay ndp hd so) -> khong tién hanh gia han hiéu luwc).

§ - SMF: B8 sung layout dudng di ngudi, nguyén liéu, phan ving cip sach va chénh &p ban rd tirng khu vuc sdn xuat.

o 2. Gidi trinh: Dja chi co s& san xut tai GCN GMP khac vdi dia chi tai SMF:

g Tai GCN GMP: zipcode: 301701;

~ Tai SMF: zipcode: 301705
Coéng ty cé thu gidi trinh vé viéc 2 m3 zipcode cung 1 tiéu bang va bang Alwar Rajasthan.

Tuy nhién, khi tra cttu 2 ving ma Zipcode nay cach xa nhau. D& nghj cong ty lam rd co s& sdn xuat ndm tai ving zipcode nao, va gidy xac nhan dja
chi cOa co quan quan ly.
195 [M/s Galpha Vill. Thana, Baddi, Distt. HFW-H Health & Family Welfare [Cong ty TNHH Thuong Yéu cau bé sung:
Laboratories Ltd. [Solan (H.P.) India [Drugs] Department Himachal  |mai Dugc phdm Déng 1. So d6 mat bang tong thé, so dd nha xwdng ban in rd rang thé hién tirng khu vire san xuat (tén phong, cap sach, chénh 4p, duong di clia nguyén
236/05 Pradesh (State Drugs Phuong liéu, con ngudi...) (do Layout cac khu vuc sdn xudt ndp kém tai SMF: Production block ground, Production block first floor, Production block

o Controller), India basement: in mo, khé doc, khéng phan biét dugc duwdng di cia con ngudi va nguyén liéu (do mau mii tén déu Ia mau den))

8 + S0 d6 hé théng khi nén.

E 2. GCN GMP cép nhat con thdi han hiéu lyc kém theo Bdo cdo thanh tra twong (rng, ban dugc hop phap héa lanh sy, cong chirng theo quy dinh (Tai

E thoi diém dénh gid, GCN GMP d3 hét hiéu lyc. Béo cdo thanh tra tuwong (rng ndp tai ho so két luan dap r’ng WHO-GMP; kém 22 san pham; tuy nhién

khéng dugc hgp phap héa Ianh sy, chi déng dau treo clia co s san xuat).

Danh sach co s& can b6 sung, gidi trinh

Trang 28 / 47 Dot 34



TEN CO’ SO’ SAN 2 GIAY CH. | NGAY pe - A x A & Fm S = . N
STT XUAT PIA CHI NHAN CAP CO QUAN CAP DN PE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
196 [Stedman C-4 SIDCO Pharmaceutical [PPB/INS/MA Pharmacy and Poisons  [Céng ty TNHH TM Thanh |B6 sung:
Pharmaceuticals |[Complex Alathur, A/RPT/083/ Board - Ministry of Danh - Gidy Gy quyén clia co s& san xuat cho co s& ndp hod so dé nghj danh gia.
Pvt. Ltd. Thiruporur, 20 Health, Kenya - Gidy GMP nudc s& tai cap nhat va bdo cdo thanh tra tuwong (rng, ca hai dugc sao chirng thure, hgp phap héa lanh sy theo quy dinh (Gidy GMP va
Kancheepuram Dist. - ° bao céo thanh tra trong ho so da nodp |a clia Kenya).
603110 Tamil Nadu, India S - Danh muc cac dot thanh tra GMP tai co s& trong 3 ndm gan day.
E - Ban v& layout t8ng thé clia toan bo co sé& san xuat tai dia chi dé nghi danh gid, thé hién rd va thuyé&t minh vai tro clia cac khu vy, toa nha.
S‘r - C4c ban v& so dd phan cap sach, so d6 phan b8 chénh 4p, so d6 dudng di clia ngudi, nguyén vat liéu, sdn phadm tai Annex Ill ciia SMF, duoc in rd
~ rang hogc ban mém.
- So d6 hé théng phan phdi nuwdc tinh khiét cé ghi rd tén diém/phong si dung (ban d& ndp chi cé ma s6 cac diém st dung, khéng cé tén phong).
- So d6 flowchart cta quy trinh san xuat dang thuéc bét, thudc c6m udng tai Annex V clia SMF.
197 |Eurolife Khasra No.520 17P/1/238/2 Medical Health & Family |Céng ty TNHH DP Y-Med |1. B& sung:
Healthcare Pvt, Bhagwanpur, Roorkee, 007/3668 Welfare, Sahastradhara - Bo cdo thanh tra day dd néi dung, phu luc, dugc HPHLS va chirng thuc theo quy dinh (tai bdo cdo thanht ra néu cé danh muyc sadn phadm dinh kém
Ltd. Unit-I Distt. Haridwar, -247667 Road, Dehradun nhung tai liéu nép khong cé phu luc nay).
Uttarakhand (India) - (Uttarakhand) India - Bo cdo chat lwvgng san pham hang ndm cla dung dich thudc tiém thé tich nhd dé dugc cong bd pham vi nay.
S 2. Gidi trinh:
2 - Pham vi tai béo cdo thanh tra cho ca thudc tiém thé tich nhé (SVP) va thudc tiém thé tich I&n (LVP), tuy nhién gidy chitng nhan chi chirng nhan cho
g SVP. D& nghi lam rd tinh trang ddp &rng GMP cla céc day chuyén san xuat LVP (do viéc san xuat LVP va SVP trén cung khu vic).
~ - Tai GCN GMP chi c&p cho thudc tiém thé tich nhd (SVP), tuy nhién co s& ndp bao cdo chat lugng san pham hang ndm thudc nhd mat -> khong cong
b8 dang thudc nhé mét.
- Tai Muc 6.0 va lwgc do san xuat tai SMF, cac dang san pham la dung dich -> khong cong bé dang hén dich.
198 |Swift Life Sciences [D-1, sara Industrial Estate |17P/1/205/2| = |Medical Health & Family |Cong ty C6 phan Xuat - Pé nghi b6 sung gidy Uy quyén cla co s& san xuat cho cdng ty dé nghi cong bé.
Pvt. Ltd. Ltd, Rampur, Dehradun, |015/1910 S |Welfare, Sahastradhara |Nhap Khau Y t& Viét Nam |- Dé nghj b8 sung danh muc dgt thanh tra GMP trong 3 ndm gan nhat, cé théng tin th&i gian dot thanh tra cu thé (ngay, thang, ndm) dé déi chiéu
248197 Uttarakhand, 3 Road, Dehradun v&i GCN GMP va Béo cdo thanh tra d3 ndp trong ho so.
India g (Uttarakhand) India
199 |lIpca Laboratories |P.O. Sejavta Distt. Ratlam |05/2006 Food & Drugs Ipca Laboratories Limited |B& sung:
Limited (M.P.), India Administration, Madhya - Gidy Gy quyén clia co s& san xuat cho co s& ndp hd so dé nghj danh gia.
9  |Pradesh, India - Gidy GMP cap nhat va bao céo thanh tra twong (ng, cd hai dwoc sao chirng thye, hgp phap héa Ianh sy theo quy dinh.
g - Danh séch cap nhat c4c dot thanh tra GMP trong 3 ndm gan day.
ﬁl - SMF clia day du cac dang bao ché duoc san xuat tai dia chi co s& dé nghi danh gid. SMF da ndp chi cho dang bao ché vé trung.
S - Day d0 cac phu luc clia SMF (ban SMF d4 ndp khong dinh kém céc phu luc): Cac ban v& dwoc in rd rang, cé chd thich day dd bing tiéng Anh hoic
tiéng Viét.
- B4o cdo ra sodt chat lwgng san phdm dinh ky (PQR) cla san pham thudc tiém dang |dng déng ampoule.
200 [ADNOVA 156/157A, Siddhi 21123065 Gujarat State Food and |[ADNOVA HEALTHCARE H6 so ding ky cong b Ian dau:
HEALTHCARE PVT. [Industrial Infrastructure Drugs Control PVT. LTD. Pé nghi giai trinh b6 sung:
LTD. Park, City- Waghodia - Administration, India - Bdo céo thanh tra: dang nop thu cla doan thanh tra yéu cau cac diém can khéc phuc sau kiém tra. D& nghi ndop bd sung bao cdo thanh tra twong
391 760, Dist. - rng ngay 08-09.12.2021 c6 chirng thyc va HPHLS.
VADODARA, Gujarat - SMF (Version: SMF/02), ngay 28.09.2021.
State, India by Muc C.1.4: Bia chi khac véi GCN GMP: 156/157A, Siddhi Industrial Infrastructure Park, Waghodiya, Vadodara - 391760. Gujarat, India. D& nghi giai
S trinh.
S. Muc C.1.5: Thong tin vé san xuat thudc udng dang ran nhu vién nén, vién nang va thudc bt udng dung cho ngudi. Khong san xut hoat chat doc
Q hay nguy hiém; héc mén ; thuéc gay doc t& bao; thudc beta-lactam hay cephalosporin.

So d6 khu vurc sdn xuat cé théng tin vé cac dang thudc san xuat.
- D3 cung cdp hd so khu sdn xuat tang trét, dwong di nguyén vat liéu va con ngudi tang 1, hé théng st Iy nwdc. Dé nghij cung cap bé sung: so do
phan &p, dudng di nguyén liéu tang trét, so d6 phan cap sach.
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201 |BDR R.S. No. 578, Near 19121753 Food & Drug Control VPDD Ambica B6 sung:
Pharmaceuticals [Effluent Channel Road, o Administration, Gujarat |International Corporation |- Gidy Gy quyén cla co s& sdn xuat cho co s& ndp ho so dé nghi danh gid.
International Pvt. [Luna, Taluka-Padra, City: S |State, India tai thanh ph& H6 Chi Minh|- Gidy GMP cap nhat va bdo cédo thanh tra twong (ng, ca hai dwoc sao chirng thye, hgp phap héa lanh sy theo quy dinh.
Ltd. Luna-391 440, Dist. z - Danh muc cap nhat cac dgt thanh tra GMP tai co sé& trong 3 nam gan day.
Vadodara, Gujarat State, : - Ban vé layout t6ng thé clia toan bd co s& san xuat tai dia chi d& nghj dénh gia, thé hién r& va thuyét minh vai tro cla céc khu vuc, toa nha,
India - workshop.
- Ban v& hé théng san xuat nudc tinh khiét (tai Appendix 7 cla SMF) duoc in rd rang hodc ban mém.
202 |Milan Plot No. - Z- 96/A, Dahej  |21092939 Food & Drugs Control VPBD Ambica Yéu cau bé sung:
Laboratories Sez Phase- 2, City.- Dahej- Administration, Gujarat |International Corporation |1. So ¢ mit bing tong thé nha xuéng.
(India) Pvt. Ltd. 392130, Dist.- Bharuch, State, India Philippines tai TP. H8 Chi (- Attachment XI ban dugc in rd rang (gdm: So dd nha xwdng thé hién tirng khu vire san xuat (tén phong, dudng di cia nguyén liéu, con ngudi, cap
Gujarat State, India o Minh sach, chénh &p ...) va so d6 hé théng x{ ly nudc) (Ban Attachment XI ndp kém hd so 1a ban in mo, khé doc).
§ 2. Bao cdo thanh tra nudc sé tai twong (ng véi GCN GMP ndp kém hd so, ban dugc chirng thuc (hop phap héa lanh sy, cng chirng) theo quy dinh.
> - Danh muc cap nhat day dd céc dot thanh tra 03 n3m gan day (Danh muc ndép kém hd so chuwra cé dot thanh tra twong ng véi GCN GMP s& tai)
% 3. Gidy Uy quyén cla co s& san xuat cho cong ty dé nghi céng bé.
(o'}
203 [Milan Plot Z 96/A, Dahej Sez UK GMP Medicines and VPBD Ambica 1. Yéu cau b8 sung:
Laboratories Phase- Il, Dahej Gujarat IN 33423 Insp o [|Healthcare Products International Corporation |- H6 so dé cong b6 danh gia dap (rng GMP nudc sé tai (ma ho so: 2-767).
(India) Private 329130, India GMP § Regulatory Agency Philippines tai TP. H6 Chi |- GCN EU-GMP ban gan nhat cé day dd dau va chit ky clia co quan cip | ban sao cdng chirng duoc hop phéap héa lanh sy theo quy dinh (GCN ndp
Limited 33423/1828 X |(MHRA), United Minh tai hd so da hét hiéu lyc va khdng cé chit ki, con ddu clia co quan cdp GMP; Tra ctru trén Eudra chua thdy c6 dot thanh tra mdi).
7700-0001 § Kingdom 2. Yéu ciu gidi trinh sy khdc biét cia ngay thanh tra trén Bdo cdo thanh tra so v&i ngay thanh tra trén GCN GMP (Bao cdo thanh tra nép kém cé ngay
” thanh tra (19-21/03/2018) khéng tuong (rng véi ngay thanh tra trén GCN EU-GMP (19/03/2018))
204 [Maxheal Plot No. 2-7/80-85, 19051367 Food & Drugs Control Céng ty TNHH TM Thanh  |B6 sung:
Laboratories Pvt. [Sursez, City: Sachin-394 o Administration, Gujarat |Danh - Gidy Uy quyén clia co s& san xuat cho co s& ndp hd so dé nghj danh gia.
Ltd. 230, Dist. Surat, Gujarat S |State, India - Gidy GMP cap nhat va bdo céo thanh tra twong (ng, ca hai dwoc sao chirng thye, hgp phap héa I3nh sy theo quy dinh.
State, India .,N, - Danh muc cap nhat cac dgt thanh tra GMP tai co s& trong 3 ndm gan day.
S',. - Ban vé layout t8ng thé clia toan bod co s san xuat tai dia chi dé nghi danh gid, thé hién rd va thuyé&t minh vai tro clia céc khu vy, toa nha,
~ workshop.
- Day du cac phu luc ctia SMF (ban SMF d3 ndp khong dinh kém céc phu luc): Cac ban vé dwoc in rd rang hodc ban mém.
205 |Hetero Labs Sy. no 120&128, 150/1, L.Dis.No. Drugs Control VPDD Hetero Labs BG sung:
Limited (Unit - lll) [151/2, 158/1, 150 part, N. |HMFO7- Administration, Andhra |Limited tai Tp. HCM - Gidy GMP cap nhat va bdo cdo thanh tra tuwong (rng, ca hai dugc sao chirng thyc, hop phéap héa lanh sy theo quy dinh.
Narasapuram Village, 14051/91/2 Q [Pradesh, India - Danh muc cp nhat cac dot thanh tra GMP tai co' s& trong 3 ndm gan day.
Nakkapalli Mandal, 020-TECH- 8‘ - Day du cac Appendix clia SMF, cac ban v& duoc in rd rang hodc ban mém (SMF da ndp khéng kém theo cac Appendix).
Nallamatipallem (v), DCA 8 - Ban vé layout t8ng thé cla toan bod co s& san xuit tai dia chi dé nghi danh gid, thé hién rd va thuyé&t minh vai tro clia céc khu vy, toa nha,
Visakhapatnam District - Q workshop.
531081, Andhra Pradesh,
India
206 [Hetero Labs Sy. no 120&128, 150/1, HMFO7- Drugs Control VPDD Hetero Labs B6 sung gidy GMP cap nhat va bao cao thanh tra twong (ng, ca hai dwoc sao chirng thuc, hop phéap héa lanh sy theo quy dinh.
Limited (Unit - 1) [151/2, 158/1, 150 part, N. |14051/1225 Administration, Andhra |Limited tai Tp. HCM
Narasapuram Village, /2021- < |Pradesh, India
Nakkapalli Mandal, ADMIN-DCA [ &
Nallamatipallem (v), 3[
Visakhapatnam District - b=y
531081, Andhra Pradesh,
India
207 [Hetero Labs Sy.No.10, I.D.A,, L.Dis.No. Drugs Control VPDD Hetero Labs BG sung:
Limited (Unit-1) |Gaddapotharam Village, |2878/E1/20 Q  |Administration, Limited tai Tp. HCM - Gidy GMP cap nhat va bdo cdo thanh tra tuwong (ng, ca hai dugc sao chirng thyuc, hop phéap héa lanh sy theo quy dinh.
Jinnaram Mandal, 19 g Telangana, India - Danh muc cp nhat cac dot thanh tra GMP tai co s& trong 3 ndm gan day.
Sangareddy District, S - Day dU cdc Annex clia SMF, cac ban vé dugc in rd rang hodc ban mém (SMF da ndp khéng kém theo cac Annex).
Telangana State, India 3 - Ban vé& layout t8ng thé clia toan bod co sé& san xuat tai dia chi dé nghi danh gid, thé hién rd va thuyé&t minh vai tro clia cac khu v, toa nha,
workshop.
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208 |Hetero Labs Sy.No.10, I.D.A,, L.Dis.No: Drugs Control VPDD Hetero Labs B6 sung bdo cdo thanh tra twong &ng v&i gidy GMP da ndp, duoc sao chirng thure, hop phap hda lanh sy theo quy dinh.
Limited (Unit-1) [Gaddapotharam (V), 61805/TS/2 < |Administration, Limited tai Tp. HCM
Jinnaram (M), Sangareddy 021 & |Telangana, India
(Dist.), 502319 Telangana b
State, India Q
209 [Hetero Drugs Plot No. 1, Hetero L.Dis.No: E- Drugs Control VPDD Hetero Labs BG sung:
Limited (Unit - IX) [Infrastructure SEZ Ltd., 1617475/DD ~ |Administration, Andhra [Limited tai Tp. HCM - Gidy Uy quyén cla co s& san xuit cho co s& ndp hé so dénh gia dap rng GMP.
N.Narasapuram (V), /DCA/VSP/2 S [Pradesh, India - Gidy GMP cap nhat va bdo cdo thanh tra twong (ng, ca hai duoc sao chirng thue, hop phép héa lanh sy theo quy dinh.
Nakkapalli Mandal, 022 3 - Danh muc cp nhat cac dot thanh tra GMP tai co s& trong 3 ndm gan day.
Visakhapatnam District, i - Pay d0 cac Appendix clia SMF, cac ban vé dugc in rd rang hodc ban mém (SMF d3 ndp khdng kém theo cac Appendix).
Andhra Pradesh, India - - Ban v& layout t8ng thé clia toan b co s& san xuit tai dia chi dé nghi danh gid, thé hién rd va thuyét minh vai tro clia céc khu vue, toa nha,
workshop.
210 [Hetero Drugs Plot No. 1, Hetero L.Dis.No. Drugs Control VPDD Hetero Labs BG sung gidy GMP cap nhat va bao cdo thanh tra twong (ng, ca hai dwoc sao chirng thuc, hop phép héa lanh sy theo quy dinh.
Limited (Unit - IX) |Infrastructure SEZ Ltd., 5881/P&B/2 9 |Administration, Andhra |Limited tai Tp. HCM
N.Narasapuram (V), 019 2‘ Pradesh, India
Nakkapalli Mandal, 3‘
Visakhapatnam District, 3
Andhra Pradesh, India
211 (Chiron Behring Plot No.3502, Post Box 19121742 Food & Drug Control Cong ty CP VAc xin va sinh | BS sung:
Vaccines Pvt. Ltd. [No. 136, GIDC Estate, o Administration Gujarat |phdm Nam Viét Hung - Gidy chirng nhan GMP con hiéu lyc va bao cdo thanh tra twong &ng duoc hop phép hda theo quy dinh.
Ankleshwar 393002, Dist. S |State, India -B3 sung bdo cdo ra soat chat lwgng san pham cla vac xin dai
Bharuch, Gujarat-India : - B6 sung Gidy Gy quyén clia co s& san xuat cho co' s& ndp hd so.
: - B& sung day du phu luc cla Hb so téng thé (gidy phép san xuit, so dd t6 chirc, layout t6ng thé nha may, layout day chuyén san xu3t, hé théng phu
© tro, danh séch san pham, danh séch thiét bi,....)
- Danh muc cac dot thanht ra trong 3 ndm gan day
212 [Inject Care Plot No 130, Silvassa 23033945 " Food & Drugs Control Cong ty TNHH DP New - Dé nghi b6 sung, gii trinh:
Parenterals Road, G.I.D.C, Vapi, City: S  |Adminisitration, Gujarat [Far East +Bdo cdo thanh tra ban day dd tuwong (rng véi GCN GMP dugc hgp phap héa lanh sy theo quy dinh
Pvt.Ltd Vapi-396 195, Dist.- 2 State, India + B8 sung so d6 hé théng nuéc
Valsad, Gujarat State, ,o;
India ©
213 |Nosch Labs Pvt.  |(Unit-lll), Sy. No. 407, 408 [DE_BY_05_G Co quan thdm quyén Cong ty TNHH Dugc B& sung:
Ltd & 419, D. Nagaram MP_2021_0 Birc ph&m Do Ha + D& nghi ndp day d0 hod so danh gia dap &rng GMP WHO theo quy dinh tai theo Nghj dinh 54/2017/ND-CP
(Village), Choutuppal 024 2 + Gidy Uy quyén clia NSX cho co s& ndp hd so dé nghj céng bé.
(Mandal), Yadadri g +D36i véi hé so dé nghi danh gid dap (rng EU-GMP, dé nghi b6 sung:
Bhuvanagiri District, '&3 - Gidy chirng nhan EU-GMP: B6 sung gidy chirng nhan EU-GMP con hiéu lyc duwoc sao chirng thure theo quy dinh (hop phap héa lanh sy, cong chirng
Telangana, 508 252, India & ).
- Bdo cdo thanh tra twong rng gidy chirng nhan EU-GMP cap nhat, duwoc sao chirng thyc theo quy dinh
214 |Merril Pharma Plot No. 212, Raipur, 17P/1/90/20 Medical Health & Family [VPDD AR Tradex Private |Yéu cau bé sung
Pvt. Ltd., Bhagwanpur, Roorkee, 17/5932 < |Welfared Limited tai TP. HCM +Ban in rd rang cla cac Annex 04, 05 va 11 (do ban d3 nop tai ho so théng tin quéd bé va mo: khéng doc duworc)
Distt. Haridwar, 8 Drugs Licensing & + Danh muc cac dgt thanh tra trong 03 ndm gan nhat
Uttarakhand, India 8[ Controlling Authority + Bdo cdo thanh tra twong (ng véi Gidy chirng nhan GMP s6 17P/1/90/2017/5932, ban dwoc hop phap héa lanh sy va chirng thuc theo quy dinh
& |uttarakhand- India (Tai liéu ndp kém ho so 1a ban ty thanh tra, khéng phai bdo cdo thanh tra twong (ng vdi Gidy chirng nhan GMP d3 nép).
215 [Mercury Unit No. 2, Halol- Baroda |20022791 Food & Drugs Control VPDD AR Tradex Private  |D& nghi b6 sung
Laboratories Ltd  |Road, Jarod, Tal- Administration,? Limited tai TP. HCM 1. Gidy chirng nhan GMP cap nhat con thdi han hiéu lyc kém theo Bdo cdo thanh tra GMP tuong (rng; ban duoc chirng thye (hop phép héa lanh sy,
Vaghodia, City: Jarod, Q |Gujarat State, India cong chirng) theo quy dinh (H6 so d3 ndp chua kém theo Bdo cdo thanh tra, Gidy chirng nhan GMP ndp tai ho so cé thoi han hiéu lyc dén ngay
Dist. Vadorara, Gujarat 8 13/01/2023).
State, India S 2. Banin rd rang So d6 nha xwdng thé hién tirng khu vurc san xuit (tén phong, dudng di clia nguyén liéu, con ngudi, cap sach, chénh ap ...); so d6
] hé théng xtr Iy nudrc, khong khi.
3. Danh muc cac dot thanh tra GMP trong 3 ndm gan nhét.
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216 [Shaimil 859/1/B, G.I.D.C. 2062065 Food & Drugs Control Shaimil Laboratories B6 sung:
Laboratories Industrial Estate, Administration, Gujarat - Gidy Gy quyén clia co s& san xuat cho co s& ndp hod so dé nghj danh gia.
Makarpura, City: Q |state, India - Gidy GMP nudc s& tai cap nhat va bdo cdo thanh tra tuwong (rng, ca hai dugc sao chirng thure, hgp phap héa lanh sy theo quy dinh.
Vadodara - 390 010, Dist: 8' - Pay du cac gidy GMP d3 dwoc cap cho co s& trong Appendix 4 cla SMF.
Vadodara, Gujarat state, 8 - Danh muc cp nhat cac dgt thanh tra GMP tai co s& trong 3 ndm gan day, cé ddy di tén co quan thanh tra va thdi gian ti€n hanh dgt thanh tra tai
India 3 co'sd.
- Layout t8ng thé toan b site clia nha may (Site layout/site plant) thé hién tat ca cac building, workshop, khu vuyc tai dia chi dé nghj danh gia va
thuyé&t minh kém theo vé vai trd cla ching.
217 |Cooper Pharma C-3 Selaqui Industrial 17P/1/1/200 Food Safety & Drugs Euro Healthcare Pte.Ltd  [B& sung:
Ltd Area, Distt. Dehradun, 7/791 Administration, Medical - Gidy chirng nhan GMP: Gidi trinh: Trang dau tién cla Gidy chirng nhan GMP khéng cé ddu clia phong tu phap, trang dau tién cé ghi “Part 1” va tén
Uttarakhand, India Health and Family thudc; Dau chirng thyc ban sao chi duoc déng & trang cudi, khdng thé hién day dd day dung 13 Gidy chirng nhan GMP duoc sao y ban chinh; Noi
Welfare, Dehradun, dung clia Trang 2 va trang 1 khong thé hién day |a cing mét tai liéu, trong trudng hop day 1a 2 tai liéu riéng biét dé nghi tach riéng va chirng thuc,
° Uttarakhand, India hop phap hda lanh sy theo dung quy dinh.
8 - Cong ty dé nghi cdng bd “Thudc vé trung: dang déng khd” tuy nhién Gidy chirng nhan GMP va Béo cdo thanh tra khéng cé ndi dung dé cap dén
3 pham vi nay.
ﬁ - Bdo cdo thanh tra: Khdng cé ddu cla co quan thanh tra; Tai bdo cdo thanh tra cé ghi cac phu luc tuwong &ng, tuy nhién khéng thay céng ty ndp cac
- phu luc nay trong hd so. Bao cdo thanh tra |a ban tém tit va |a ban bao cdo khac phuc, dé nghi bd sung ban bao céo thanh tra day d duoc chirng
thyuc va hgp phap héa lanh sy theo quy dinh.
- D4u clia co s& san xuat tai Danh muc dot thanh tra GMP mo.
- B4o cdo ra sodt chat lwgng san phadm thudc vo trung: Chua dé cap cu thé san pham duoc bao céo va két qué béo cdo.
- B& sung Uy quyén clia CSSX cho co s& ndp cong béd.
218 |Lesanto Plot No. 9, 10, 11 & 20, NEW-WHO- Food and Drug Lesanto Laboratories B& sung:
Laboratories Survey No. 53, Manor GMP/CERT/ Administration, - Gidy Uy quyén cla co s& san xuit cho co s& ndp hé so danh gia dap rng GMP.
road, near Railway bridge, |KD/121817/ " Maharashtra State, India - Danh muc cép nhat cac dot thanh tra GMP tai co s& trong 3 ndm gan day.
Palghar €, Thane 401404, (2023/11/44 S - Bdo cdo thanh tra twong Ung véi gidy GMP d3 ndp, duwoc sao chirng thye, hgp phap héa I3nh sy theo quy dinh. Ban d ndp trong hd so chua duoc
Maharashtra state, India (680 2 hop phédp héa lanh sy.
2 - Gidy phép san xuit tai Appendix | cia SMF. SMF d3 ndp khoéng dinh kém Appendix nay.
« - Ban vé layout t6ng thé clia toan bd co s& san xut tai dia chi d& nghi dénh gia, thé hién rd va thuyét minh vai tro cla céc khu vue, tdoa nha/tang,
Plot.B
- Lam r3 vai trd clia Plot 20. Trong SMF chi méi dinh kém céc ban vé& layout cta Plot 9, 10, 11.
219 ([Ultra Drugs Pvt. Plot. No. #1315-1318, HFW-H Health & Family Welfare |Ultra Drugs Pvt. Ltd. BG sung:
Ltd. V.P.0-Manpura, Baddi- [Drug] 14/07| < [Department, Himachal - Gidy Uy quy@én cla co s& san xudt cho co s& ndp hd so dénh gid dap (rng GMP.
Nalagarh Road, Tehsil- g Pradesh, India - Bo cdo thanh tra twong ng véi gidy GMP d3 ndp, bao gdm day dd phan phu luc dinh kém, dugc sao chirng thuc, hop phéap héa lanh sy theo quy
Nalagarh, Distt. Solan, 2 dinh.
Himachal Pradesh - X - B4o céo ra sodt chat lwgng san phadm dinh ky (PQR) d8i vdi san phdm thudc bét pha tiém Cephalosporin.
173205, India
220 |Unique Biotech Plot No.2, Phase Il L.Dis. No. Government of Cong ty TNHH Héa chat | Gidi trinh:
Ltd M.N.Park (Alexandria 286/Stores/ Telangana Drugs Duoc phdm Chau Ngoc  [SMF chwa day du cac phu luc, yéu cau bé sung phu luc Il (Danh muc san pham), Phu luc Annex XI (So @6 nha xwéng cla tat ca cac block, ban in r&
Knowledge Park) Kolthur (2020 < |Control Administration, rang thé hién tirng khu virc sdn xuét, cé thong tin tén phong, cap sach, chénh ap, dudng di clia ngudi va nguyén liéu), Phu luc X1l (Danh muc thiét
Village, Shameerpet g. India bi san xu4t va kiém nghiém cua t4t ca cac block).
Mandal, Medchal SI P& nghij BS sung bao cdo thanh tra clia Co quan quan ly nudc s& tai twong (ng v&i Gidy chirng nhan GMP da ndp trong hd so.
Malkajgiri District, by Tai thoi diém cong b8, gidy chirng nhan GMP d3 hét han hiéu lyc. D& nghi cung cap gidy chirng nhan GMP méi va Bdo céo thanh tra twong g
Hyderabad-500078, duwoc sao chirng thyc theo quy dinh dé cap nhat cong bd GMP.
Telangana, India
221 |Navkar Plot No. 76, Lodhimajra, [HFW-H Health & Family Welfare |Navkar Lifesciences 1. B6 sung:
Lifesciences Industrial Area, Baddi, [Drug] ~ |Department, Himachal - Gidy Gy quyén clia co s& san xuat cho co s& ndp hod so danh gia dap &rng GMP.
Distt. Solan (H.P.), India  [99/15 Vol-II S [Pradesh, India - Ban vé layout t6ng thé clia toan bd co s& san xuat tai dia chi dé nghj dénh gia, thé hién r& va thuyét minh vai tro cla cac khu vue, tda nha. - Cac
3 ban v& layout clia day du cac tang, cac khu vuc sdn xuat, dwoc in rd rang hodc ban mém. Ban d3 ndp chi cé layout cla tang 1 (first floor) va tang 2
,‘E (second floor).
- 2. Giai trinh: N6i dung tai trang 16/29 clia SMF cé mé ta tai tang 1 (first floor) cGa tda nha sdn xuit cé day chuyén san xuat thuéc dang ldng, tuy
nhién trong ban vé layout tang 1 dinh kém SMF khéng c6 ddy chuyén san xuat nao.
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222 (Bal Pharma Plotno.1,2,3&69, MT/011/HM Medicines Authority of [Bal Pharma Limited (Unit- |D& nghi b6 sung gidy chirng nhan EU GMP cap nhat, con hiéu lyc, kém theo bdo cdo thanh tra twong (ng, ban duoc sao chirng thuc theo quy dinh
Limited Sector 4, IIE, SIDCUL, /2019 @ |Malta (MAM) V) (hop phép héa lanh sy, cdng chirng ...) (Gidy chitng nhan EU GMP d3 ndp trong hd so chi |a ban photocopy va tai thai diém cong bé, gidy chirng
Pantnagar, Rudrapur, 8 nhan EU GMP d3 hét han hiéu lyc).
District Udham Singh 8[
Nagar, Uttarakhand, India 5
223 |Baxil Pharma Pvt. |10 Km, Nainital Highway, |26/1/Drug/1 Medical Health & Family [Baxil Pharma Pvt.Ltd. Pé nghi b6 sung:
Ltd., Shyampur, Distt. 18/2019/17 o |Welfare, Uttarakhand- 1. So @6 nha xudng ban in rd rang thé hién tirng khu vire san xuat (tén phong, dudng di cla nguyén liéu, con ngudi, cap sach, chénh 4p ...); Hé
Haridwar-249408, 090 8' India théng x Iy khdng khi (Annexure 4,5,6,8).
Uttarakhand, India 8 2. Ban bdo cdo thanh tra duwgc chirng thyc (hgp phap héa lanh sy, cong chirng) theo quy dinh (Ban béo cdo thanh tra d3 ndp tai hd so chi la ban
3 photocopy).
224 |Rusan Pharma Shed No. 383 AS-1, Sector-|22103566 Food & Drugs Control Van phong dai dién Pé nghi b6 sung:
LTD. Unit Il IV, Kasez, City- Adminisitration, Gujarat |Rusan Pharma Limited An |1. Bdo cao thanh tra tuong (rng véi GMP sé tai d3 ndp; ban duoc chirng thuc (hop phap héa lanh sy, céng chirng) theo quy dinh va Danh muc cap
Gandhidham- Kutch- 370 N  |State, India Do tai thanh phd H6 Chi  |nhat cac dot kiém tra GMP trong 03 ndm gan day (Co s& d3 ndp GCN GMP dugc hop phap héa lanh sy theo quy dinh; tuy nhién chuwa ndp kém bao
230, Dist.- Kutch, Gujarat 2‘ Minh cdo thanh tra twong (ng v&i ngdy thanh tra thé hién trén GMP. Danh muc cac dgt kiém tra GMP trong 05 n3m gan day: Thiéu dot thanh tra clia co
State, India 8‘ quan quan ly s& tai thé hién trén GMP)
S 2. Ban in rd rang So dd nha xudng thé hién tirng khu vy sdn xudt (tén phong, dudng di clia nguyén liéu, con ngudi, cap sach, chénh 4p ...) va hé
théng nuwdc (tai liéu ndp kém hé so 1a ban in m&, khé doc).
225 |Rusan Pharma Ltd |Unit I, Shed No. 383, AS- [MI-2020-CE- Therapeutic Goods Van phong dai dién 1. Pé nghi b6 sung theo yéu cau dé dugc cong bs hd so GMP nudc sé tai.
1, Sector IV Kandla Special [10376-1 N |Administration (TGA), Rusan Pharma Limited An |2. D& nghi b3 sung GCN GMP ¢6 dy dua ddu, chit ki clia co quan ¢ thdm quyn cdp va dugc chitng thue (hop phap héa lanh sy, céng ching) theo
Economic Zone (KASEZ) 8' Australia Do tai thanh phé H6 Chi  |quy dinh.
Gandhidham District S Minh
Kutch Gujarat 370230 3
India
226 |APL Healthcare Unit-1V, Plot No.16, APIIC |HMFO7- Government of Andhra [VPDD Aurobindo Pharma |1. D& nghi b8 sung:
Limited Multi Products SEZ, 18021/8/20 Pradesh — Drugs Control |Limited - Bo cdo thanh tra cho day dl cac thudc dé nghi cong bd; ban duoc chirng thue (hgp phap héa I3nh sy, cdng chirng) theo quy dinh (Bdo cdo thanh
Menakuru Village, 21-ADMIN- _,  |Administration, India tra ndp kém ho so 13 ban sao céng chirng nhung chua dugc hgp phép héa lanh sy; chua day di so véi pham vi dé nghi cdng bd).
Naidupeta Mandal, DCA S - Danh muc cc dot thanh tra trong vong 03 ndm gan day
S.P.S.R.Nellore District, > - S0 d6 nha xudng ban in rd rang thé hién tirng khu vure san xust (tén phong, dudng di cia nguyén lidu, con ngudi, cap sach, chénh 4p ...)
Andhra Pradesh, India 3 - Danh muc cc dang bao ché duoc san xuat
© 2. D& nghij gii trinh:
Trén Inspection report thé hién tén cong ty cii "Aurobondo Pharma LTD., Unit-X". Céng ty c6 ndp gidy xac nhan déi tén co s& san xuit, nhung tén
trén gidy xac nhan khac vdi tén trong bdo cdo thanh tra "Aurobindo Pharma Limited, Unit-X"
227 [M/s Arion Baddi-Nalagarh Road, Vill |HFW- Health & Family Welfare |M/s Arion Healthcare Pé nghi b6 sung:
Healthcare Kishanpura, Nalagarh H(Drugs)315 Department Himachal - Tén: Arion Healthcare -> Khdc M/s so véi tén trén GCN GMP
Distt.Solan, Himachal /05 VOL-IV ~ Pradesh, India Pia chi: trén SMF Khac véi dia chi trén GCN GMP
Pradesh, India S D& nghij gii trinh.
i - D& nghi gidi trinh b8 sung: cung cap so d6 phan cdp sach co s& san xuat theo I1SO 14644,
2 * Bdo c4o dinh ky chat luong thudc tidm:
o - D3 cung cap theo ddi chat lugng theo ddi dinh ky clia thudc nhd mét, dé nghi cung cdp bao cao theo di chat lwgng dinh ky d6i véi thudc tiém
dang 1dng va thudc bt dong khd pha tiém dé cong bé 2 pham vi san xuat nay.
228 |M/s Honour Lab |Grundlamachanoor LDis.No.441| _  [Drug Control Hetero Labs LTD * Bao cdo thanh tra: chua ndp, dé nghi b6 sung
Limited (Unit-V) |Village, Hatnoora Mandal, |1/E1/2022 S [Administration, * SMF: chua c6, dé nghi bé sung
Sangareddy District, ; Government of * Gidy Oy quyén cla co s& san xuat: Dé nghj bé sung
Telangana State, India E Telangana, India
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229 |Aburaihan No. 1, Hojr ebne Oday 665/68769 Food and Drug Cong ty TNHH MTV Duoc |B6 sung:
Pharmaceutical Ave., Tehranpars P.0.Box: Aministration, Islamic ph&m ACE (ACE Pharma) |- Gidy chirng nhan GMP con hiéu lyc va bdo cdo thanh tra tuwong (rng dugc sao chirng thuc, hop phap héa lanh sy theo quy dinh.
Company 16765 / 1568 Tehran, o Republic of Iran - B sung danh muc cac dot thanh tra trong 3 ndm gan day.
I.R.IRAN 3 - B6 sung SMF d3y du cac phu luc theo hudng dan clia WHO-GMP/PICs-GMP/EU-GMP, trong do:

g +S0 @0 nha xudng ban in rd rang thé hién tirng khu virc sdn xut (thudc chira hormon va non-hormon) cu thé véi tén phong, cap sach, chénh ép,...

; + Danh muc cac nha sdn xuat va co s& kiém nghiém theo hgp dong .

N +S0 dd hé théng xi¥ Iy nudr.

+ Danh muc cac thiét bi san xuat va kiém nghiém chinh.
230 |Esseti Via Campobello 15-00071 |IT/100/H/20 Italian Medicines Céng ty TNHH Dugc - Trén GCN EU-GMP ndp tai ho so, khéng cé pham vi san xuat dang bao ché thuéc bot pha tiém, thudc dong kho pha tiém; trén SMF chua thé hién
Farmaceutici S.R.L [Pomezia (RM), Italia. 19 @ |Agency (AIFA) phdm Quang Anh khu vire san xuat céc dang bao ché nay. Khéng ddng y bé sung di vdi pham vi thudc bdt pha tiém, thudc déng khé pha tiém.
Cach viét dja chi cii: Via 8' Pé nghi b6 sung, giai trinh:
Campobello 15-00040, 8 - B& sung SMF day d0 céc ndi dung: danh muc thiét bi san xuat, thiét bj kiém nghiém; thong tin vé hoat dong phan phéi, khiéu nai san pham khéng
Pomezia (RM), Italy Q dat chat lwvgng va thu hbi
- Gidi trinh viéc xac dinh céc khu vuc sdn xuit thudc bot pha tiém, thudc déng kho pha tiém.
231 |Special Product's |Via Fratta Rotonda Vado [IT/17/H/202 - |Italian Medicines Céng ty TNHH DP Van Giai trinh:
LineS.P.A Largo, 1, 03012 Anagni 1 § Agency (AIFA) Cuong Phét - Khéng céng b bd sung pham vi "vién nén bao tan trong rudt" vi pham vi nay thudc pham vi d3 céng b8 "vién nén".
(FR), Italy 8‘ - Cong ty chua cung cap cdc tai liéu yéu cau cla dot 31, dé nghj cong ty bs sung theo yéu ciu cla Dot 31.
P2
232 |Special Product's |Via Fratta Rotonda Vado |IT/17/H/202 Italian Medicines Cong ty TNHH DP Van Gidi trinh:
Line S.P.A Largo, 1, 03012 Anagni 1 Agency (AIFA) Cuong Phat - So' d6 nha xwdng ban in rd rang thé hién tirng khu vire san xuat (tén phong) nhung chua cé théng tin cap sach, chénh ap.
(FR), Italy o - Danh séch san pham méi chi cé tén thuong mai, khdng cé théng tin hoat chat.

S - Theo SMF, thuc chira hormon dwoc san xuat tai ca 2 khu viyc Manufacturing Powders 3 va Manufacturing Liquid and Semisolid. Cong ty cung cap

2 gidi trinh clia nha san xuét ring thudc hormon va thudc cé hoat tinh hormon dugc sdn xuat tai khu vuc riéng. Tuy nhién Layout tai Annex 1 khong

g c6 mét khu vire chuyén biét nao cho hoat déng nay. Yéu cau gidi trinh.

- - Cong ty cung cap gidi trinh cla nha sdn xut vé viéc sdn pham doc t& bao/kim t& bao san xudt chung véi day chuyén thudc thudng. Va cung cap
bao céo danh gia nguy co Colchicine (thudc kim té bao) san xuét tai SPL Plant. Khdng c6 théng tin cho thubc déc té bao. Chi dng y vdi gidi trinh san
xudt lién quan dén thudc kim té€ bao. Khéng cong bd cho thudc doc té bao.

233 [Kedrion S.P.A. $.5.7 BISKM.19,5-80029  [IT/105/H/20( _ |ltalian Medicines Cong ty TNHH Binh Viét |- Cong ty giai trinh 13 ndp Gidy chirng nhan GMP mdi cip ngay 22/10/2022, nhung thyc t& hd so cung cap Gidy chirng nhan cip ngay 22/10/2020.
Sant'antimo (NA), Italy 20 S |Agency (AIFA) Dirc Tra clru dit liéu trén EudraGMP, co s& san xuat khéng c6 Gidy chirng nhan GMP cdng ty d& ndp trong hd so. Yéu ciu bé sung gidi trinh |am r8.
3 -Trén EudraGMP c6 ban GMP cla dot thanh tra ngay 14/7/2023. Dé nghi cdng ty ndp gidy chirng nhan GMP cip nhat, SMF ban cap nhat, béo cdo
E thanh tra tuong ng cap nhat dwgc hgp phap hoa lanh sy va chirng thuc theo quy dinh
234 |Bioindustria Via De Ambrosiis 2/6- IT/75/H/202| = |ltalian Medicines Cong ty TNHH Dugc 1. B8 sung Thu Oy quyén cho cdng ty ding tén hd so xin cong b8 dap (rng GMP.
Laboratorio 15067 Novi Ligure (AL), |3 S |Agency (AIFA) Pham Do Ha 2. Hb so tong thé:
Italiano Italia z Annex 1. Gidy phép san xu4t: chua cd ban dich ti€ng Anh, yéu cau b8 sung.
Medicinali S.P.A E Annex 2. Danh muc san phdm: chua cé ban dich tiéng Anh, yéu cau bé sung.
235 [COSMOS.P.A. Via C. Colombo, 1-20045 |IT/54/H/202| _  |ltalian Medicines VPDD Ferring Private LTD |D& nghi b6 sung gidy Uy quyén cla co s& san xuit cho cdng ty dé nghi cong bé |a ban sao chirng thuc va dwoc hop phap héa lanh sy theo quy dinh
Lainate (MI hodac Milano), |3 S |Agency (AIFA) Singapore tai TP HCM
Italy E
Q
b
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236 |Corden Pharma |Viale Dell' Industria, 3 - IT/49/H/202 AIFA Italian Medicines  |Aspen Pharmacare B6 sung:
Societa' Per Azionil{20867, Caponago (MB), |3 Agency Australia Pty - Gidy chirng nhan GMP ban day d0 (ban ndp trong hd so bi thiéu trang) va ban géc dé déi chi€u ngay cap va co quan cap.
Céch viét khdc: Italy - CPP dang hdn dich néu cong ty dé& nghi lam r& pham vi nay.
Corden Pharma Pia chi chinh: Viale Dell'
SPA Industria, 3 - 20867,
Caponago (MB), Italy
Dia chi nha mdy san xuat:
Reparto UP3-Via G.
Galilei, 17-20867-
Caponago (MB), Italy
Cach ghi khac: Viale
Dell'Industrial 3 E Reparto
Via Galilei 17, Caponago
(MB), I- 20867, Italy
237 [NERPHARMA VIALE PASTEUR, 10 (loc.  |IT/103/H/20| o [ltalian Medicines Merck Export GmbH Coéng ty cung cap Gidy xac nhan cac cach ghi dia chi clia Dai st qudn Italy. Yéu cau cung cdp Gidy xac nhan cla co quan quan ly cé thdm quyén nudc
SR.L NERVIANO) - 20014 20 S [Agency (AIFA) sétai.
MILANO (MI), Italy g
]
238 |Biomedica Via Morolense 87 - 03013 |IT/122/H/20 Italian Medicines VPDD Biomedica HO so téng thé:
Foscama Industria |Ferentino (FR), Italy 22 N |Agency (AIFA) Foscama Industria - B8 sung gidy phép san xuat.
Chimico- 2‘ Chimico-Farmaceutica - Danh muc s&n pham chua thé hién pham vi Thudc sinh hoc, dé nghj lam ré.
Farmaceutica S S.P.A. - D& nghi cung cdp céc ban vé& dugc dich sang tiéng Anh/Viét
S.P.A. 5
239 [NEW.FA.DEM.S.R. |Zona Industriale-80014 IT/19/H/202| , [ltalian Medicines Coéng ty C8 phan Xuit 1. Pé nghi b6 sung gidy Uy quyén cla co s& SX cho co s& dé nghi cong bé.
L. Giugliano in Campania 3 § Agency (AIFA) Nhap Kh3u Y té Viét Nam [2. Dé nghi giai trinh: Gidy chirng nhan GMP trong hd so |a ban sao clia ban hop phap héa lanh sy clia ban dich sang tiéng Viét, kém ban Tiéng Anh.
(NA), Italy 8‘ Tuy nhién, ban Tiéng Viét dich khéng khdp véi ban Tiéng Anh vé théng tin ngay thanh/kiém tra gan nhat (Ban dich tiéng Viét ghi: 30/01/2018 trong
8‘ khi ban tiéng Anh la: 04/08/2023)
240 |Jordan Sweden Na'our, Al-Quds Street, No.2/16/GM ~ [|lordan Food and Drug  |Cong ty TNHH Duoc b8 sung:
Medical And Jordan P- S  |Administration phadm Ymed Bao cdo hanh déng khac phuc phong nglra (CAPA) clia co s& san xuat d&i vdi cac ton tai trong bao cao thanh tra va danh gia khac phuc clia co quan
Sterilization General/42/| & quan ly d8i véi CAPA cla co s& dugc hgp phap hda theo quy dinh.
Company (Joswe- 2021 g
Medical) e
241 |Santen 2-14, Shikinami, 889 m |Ministry of Health, Santen Pharmaceutical  |D& nghi giai trinh: ngay théng bao két qua thanh tra GMP trén tai liéu Théng bao két qua thanh tra GMP duoc cap bi co quan quan Iy Nhat Ban la:
Pharmaceutical Hodatsushimizu-cho, § Labour and Welfare Vietnam Co., Ltd 06/06/2022, trong khi trong tai liéu SMF, appendix 2 danh sach céc dot thanh tra GMP trong 5 ndm gan nhat, STT: 24 ghi ngay théng bao két qua la:
Co., Ltd. Noto Hakui-gun, Ishikawa, 8‘ (MHLW), Japan 26/01/2022.
Plant Japan o
o
242 |Nipro Pharma 647-240, Ureshinotengeji- [750 — |Ministry of Health, Daiichi Sankyo (Thailand) [C8ng ty gidi trinh thu8c Radicava Inj. 30mg Ia tén tai Viét Nam cla thudc Radicut inj. 30mg. Cdng b8 GMP cho thudc Radicut inj. 30mg d3 duoc cong
Corporation Ise cho, Matsusaka-shi, Mie, § Labour and Welfare Ltd. b8 dot 18, STT 83, hiéu lyc dén 07/09/2023. Khéng céng bé lai cho thudc Radicava Inj. 30mg.
Plant Japan 8‘ (MHLW), Japan
8
243 [Okayama Factory, |9033 Imazato, Oaza, 3297 Ministry of Health, Pharma Pontis - B& sung Gidy Oy quyén cla co sé& san xuat cho co s& dé nghi cong bé.
FUSO Satomi, Satosho-cho, Labour and Welfare - H6 so chura c6 béo céo thanh tra hay Notification of inspection cé kém theo danh séch cac dang thudc dwoc kiém tra dé xac dinh thoi gian hiéu lyc
Pharmaceutical Asakuchi-gun, Okayama, 9 [(MHLW), Japan clia GMP. Dé nghi b6 sung gidy chirng nhan GMP, Bao céo thanh tra ho3c Notification of inspection twong trng, cap nhat, con hiéu lyc, duoc sao
Industries, Ltd. Japan 8 chirng thye theo quy dinh (hgp phap héa lanh sy, cong chirng ...).
$ - B6 sung SMF d3y du cac phu luc theo hudng dan clia WHO-GMP/PICs-GMP/EU-GMP, trong d6:
~ +S0 d0 nha xudng ban in rd rang thé hién tirng khu virc sdn xudt (tén phong, cap sach, chénh 4p ...).

+ Danh muc cac nha san xuat va co s& kiém nghiém theo hgp dong.
+ Danh muc cac dang bao ché& duoc san xuat.
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244 |Pfizer Global Aza 5-gochi, 2-banchi, 4586 o Ministry of Health, Cong ty TNHH Pfizer Viét |B6 sung:
Supply Japan Inc. |Taketoyo-cho, Chita-gun, S [Labour and Welfare Nam - Gidy Gy quyén clia co s& san xuat cho co s& ndp hod so danh gia dép &rng GMP.
Nagoya Plant Aichi, Japan Q (MHLW), Japan - Ban dich sang tiéng Anh hodc tiéng Viét cla Gidy phép san xuat tai Appendix 1 ciia SMF. Ban da ndp |a ban tiéng Nhat.
; - C4c ban vé tai Appendix 6 clia SMF, dwoc in rd rang hodc ban mém, dugc dich sang tiéng Anh hoic ti€ng Viét. Ban da ndp in nhoe, khéng doc
- duoc va 13 ban tidng Nhit.
245 [Boryung 107, 109 Neungan-ro, 2023-D1- " Gyeongin Regional Pharmaunity Co., Ltd BG sung:
Corporation Danwon-gu, Ansan-si, 0208 S  |Office of Food and Drug - Ban v& layout téng thé clia toan b co s& san xuit tai dia chi dé nghi danh gid, thé hién ré va thuyé&t minh vai trd (pham vi san xuat) cda cac khu
Gyeonggi-do, Republic of z Safety, Ministry of Food vuc, toa nha.
Korea 3 and Drug Safety, Korea - SMF c4p nhat v&i céc pham vi duoc diéu chinh trén gidy GMP méi.
o
246 |Korea United 25-23, Nojanggongdan-  [2021-G1- _, |paejeon Regional Office |Congty TNHH DPvaHC  |Cac san pham chira hoat chét Erlotinib la thudc chdng ung thu => D& nghij gidi trinh lam r& (va cung cép tai ligu lién quan), xac dinh tinh can thiét va
Pharm. Inc. gil, Jeondong-myeon, 2346 S |of Food and Drug Nam Linh murc do riéng biét vé nha xwéng (facilities) va/hodc trang thiét bj san xuat, cac bién phap han ché nguy co dugc xac dinh trén co s& danh gid nguy
Sejong-si, Republic of g Safety, Ministry of Food co va theo hudng dan ca PIC/S (bao gdm cung cip danh gia nguy co va tham dinh vé sinh ddi véi tirng san phdm chira hoat chat nay).
Korea :1: and Drug Safety, Korea
-
247 |Kukje Pharma Co., |47 Sanseong-ro, Danwon- (2023-D1- w |Gyeongin Regional Food |Pharmaunity BG sung HO so tong thé day dd kém theo danh gia chat lwgng san phdm hing ndm dé danh gia cong bé d6i véi thude nhd mét va thude tiem bot
Ltd. gu, Ansan-si, Gyeonggi- 0540 § and Drug dong khoé chira khang sinh nhém Cephalosporin
do, Republic of Korea 8' Administration, Korea
oh
o~
248 [SINSIN 9, Sojeongsandandong-ro, [2023-G1- - |Daejeon Regional Office |Pharmaunity Co., Ltd B6 sung gidy Uy quyén cla co s& san xuat cho co s& ndp hd so cong bs
PHARMACEUTICAL[Sojeong-myeon, Sejong- (0666 S |of Food and Drug - B6 sung bao cdo thanh tra GMP (Inspection report) dugc hop phap héa lanh sy va chirng thyc theo quy dinh
Co., LTD. si, Korea 3 Safety, Ministry of Food - Hb so téng thé: thiéu tai liéu dinh kém: Gidy phép sdn xuat cla nha may, Lugc dd quy trinh sdn xuit cla tirng dang bao ché, yéu cau b6 sung H6
2 and Drug Safety, Korea 5o téng thé cap nhat day dd théng tin.
(o'}
249 [SAMA PHARM 49, Donghwagongdan-ro, |2022-B1- Seoul Regional Office of |VPDD Samil Gidi trinh:
Co., LTD (1393) Munmak-eup, Wonju-si, 0298 Food & Drug Safety, Pharmaceutical Co., Ltd |- Chua ddng y c6ng b8 pham vi * Cac ché phdm dic biét: khang sinh penicillin, hormon sinh duc, khang sinh cephalosporin, thuc ung thu gy déc
Gangwon-do, Republic of Korea tai TP HCM t& bao, ché€ pham sinh hoc" do khéng bao gém trong pham vi chitng nhan cia GMP da nop.
Korea - Gidy chirng nhan GMP va SMF d& ndp chua d0 thé hién pham vi “vién nén bao phim”, khéng thay thiét bj bao phim trong danh muc thiét bj trong
N SMF. D& nghij cng ty gidi trinh, b8 sung bdo cdo thanh tra/hoc thu théng bao két qua thanh tra/ hodc CPP c6 théng tin dang bao ché nay lam cin
S c& tham dinh.
3 - D& nghi b sung Gidy Gy quyén clia nha san xudt cho co s& dé nghi cong b6, GCN GMP dwgc HPHLS va ching thyc.
R - Cong ty chua dinh kém thu MFDS trong hd so. Dé nghi b8 sung béo céo thanh tra tuwong &ng véi Gidy chirng nhan GMP hodc van ban théng béo
clia MFDS vé viéc khéng cdp bdo cdo thanh tra (duoc HPHLS va chirng thyec).
- B8 sung so d6 in mau, rd rang, thé hién tirng khu virc sdn xuat (tén phong, cap sach, chénh dp, dudng di nguyén liéu, con ngui ...) — so d6 hé
théng x& ly khéng khi va hé théng x(r ly nuérc.
250 |Samnam 77 Insam-ro, Geumsan-  [2022-G1- ~ |Deajeon Regional Office |Cong ty TNHH Dugc - Dé nghi b6 sung AC6634eso d6 nha may, chu thich béng ti€ng Anh, tiéng Viét cac khu vuc san xuét cac dang san phdm khac nhau; so d6 thé hién
Pharmaceutical  |eup, Geumsan-gun, 0511 § of Food And Drugs phdm Nam Hén duong di clia nguyén liéu, ngudi; so d6 chénh ép, cap sach; so do hé théng phan phdi nudc
Co., Ltd Chungcheongnam-do, g‘ Safety, Korea
Korea :‘
251 [CTCBIO INC 228-16, Gangchon-ro, No.2023-D1-| ., |Gyeongin Regional Cong ty ¢ phan Fobivi B6 sung:
Danwon-gu, Ansan-si, 0032 § Office of Food and Drug - Bdo cdo thanh tra twong tng véi GMP dugc hop phap héa theo quy dinh.
Gyeonggi-do, Republic of 8‘ Safety, Korea - Gidy Uy quyén clia NSX cho céng ty Fobivi vé viéc ndp hd so dé nghi dénh gia GMP hodc dang ky thudc.
Korea 8‘ - Gidy phép san xuat trong hd so téng thé.
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252 |Dasan 381, Deogamsan-ro, Dogo-{2023-G1- Daejeon Regional Office |Pharmaunity Co., Ltd * Pé nghi b6 sung:
Pharmaceutical  [myeon, Asan-si, 0306 of Food and Drug - Gidy Gy quyén clia co s& san xuat cho cong ty ndp hd so cong bé.
Co., Ltd. Chungcheongnam-do, Safety, Ministry of Food - B8 sung Béo cdo thanh tra GMP (Inspection report) thong tin day dd ban dwoc hgp phap héa lanh sy va chirng thuc theo quy dinh.
Republic of Korea « |and Drug Safety, Korea * H6 so téng thé nha may:
i~ - Danh muc thudc san xuat trong Attachment 2 khong théng nhat véi Tai liéu s6 5 List of drug: Attachment 2 bao gdm céc thudc hdn dich (egepro
z Suspension), thudc tiém (Pribactam Inj. 4.5g), dung dich dling tai chd (Claire Topical Sol.)
2 - Attachment 7: dinh kém GMP d3 hét han ngay 01/01/2023 (s6 MFDS-6-F-2243-2-2021-62)
~ -Thiéu Lugc d6 quy trinh san xuat cla tirng dang bao ché.
Yéu cau gidi trinh, b6 sung hd so téng thé theo quy dinh.
*Ngon ngit st dung trong tai liéu yéu cau cung cap dich sang tiéng Anh hodc tiéng Viét (hién nay mét s6 tai liéu ndp 1a tiéng khac khdng phai tiéng
Viét hodc tiéng Anh).
253 |Replek Farm Ltd  |Kozle 188, Skopje, 1000, (409-8/2016- « |Agency for Medicinal Cong ty TNHH duoc Pé nghi b6 sung Bao céo thanh tra twong (ng vdi gidy chirng nhan EU-GMP s& 409-3/2021-7 d4 ndp, duoc hop phép hda I3nh sy va chirng thyc
Skopje Macedonia, The Former |12 § Products and Medical pham Lién Hop theo quy dinh.
Yugoslav Republic of g Devices of the Republic
Macedonia m‘ of Slovenia (JAZMP)
254 [Replek Farm Ltd |ul.,, Kolze " 188, 1000 18-1285/5 Agency for Medicines Cong ty TNHH duoc B& sung gidy chirng nhan GMP con hiéu lyc va bdo céo thanh tra tuong (rng clia Co quan quan ly nudc sé tai cap dugce hop phap héa lanh sy va
Skopje Company |Skopje, Macedonia & |and Medical Devices, phdm Lién Hop chirng thyc theo quy dinh.
for ] |Macedonia
Pharmaceutical - 8
chemical products 3
255 |PharOS MT Ltd HF62X, Hal Far Industrial |MT/041HM/ o |Medicines Authority Coéng ty TNHH Dugc - Co's& san xuat cé thém pham vi san xuit vién nén chira thudc ddc té bao va thudc hoat tinh cao. SMF ghi cé khu virc riéng biét dé san xuat thudc
Estate, Birzebbugia, 2022 S |Malta pham U.N.I Viét Nam ung thu — nhung layout cdng ty cung cap khéng cho thay cé khu vurc riéng biét san xuat sdn pham nay. Dé nghj lam rd day chuyén riéng san xuat
BBG3000, Malta ; thudc doc té bao va thudc hoat tinh cao la day chuyén nao — cé riéng biét véi day chuyén san xuat thudc thudng hay khéng.
2 - S0 d6 nha xudng da ndp chi bao gdm so dd tang trét va tang 1, vdi thong tin dudng di clia ngudi va nguyén liéu. D& nghi b8 sung so dd thé hién
- tat ca cac khu vire sdn xuat (cé théng tin tén phong, cip sach, chénh ép).
256 |Boehringer Calle del Maiz No. 49, 203300CI11 o Federal Commission for |VPDD Boehringer Gidi trinh:
Ingelheim Barrio Xaltocan, C.P. 0101 S |the Protection Against  [Ingelheim International B6 sung GCN GMP méi con han dugc chirng nhan, Hop phap héa Ianh sy, chirng thuc theo quy dinh.
Promeco S.A.de (16090 Xochimilco, Ciudad : Sanitary Risks GmbH
C.V. de Mexico, Mexico % (COFEPRIS)
257 |Abbott Calzada de Tlalpan No. 223300516A Federal Committee for [Van phong dai dién Pé nghi bé sung:
Laboratories De (3092, Col. Ex Hacienda 0939 Protection from Abbott Laboratories 1. H8 so téng thé:
México, S.A. De  |Coapa, C.P. 04980, Sanitary Risks (Singapore) Private +Ban in rd rang Danh muc cac san pham san xut tai nha may (Appendix 2) (Nhiéu trang cé c& chit qua nho, khéng doc dugc).
C.V. Coyoacan, Cuidad de (COFEPRIS), Mexico Limited tai T.P Ha Noi +S0 d6 mat bang téng thé nha may, so d6 nha xwdng ban in rd rang thé hién tirng khu vire san xuat (t&n phong, cap sach, chénh 4p ...) (Layout nha
México, Mexico ] may (Appendix 6): Chi cé quy trinh san xuat cic dang bao ché, khéng cé so d6 nha xwéng).
S +Hé théng xr ly nwéc (Appendix 7).
8 + Ban dich bang tiéng Anh/tiéng Viét cila Danh muc thiét bj (Appendix 8) (do phu luc Appendix 8 ndp kém ho so khong phai bang tiéng Anh/tiéng
S Viét).
2. Gidy chirtng nhan GMP c4p nhat, con hiéu luc kém theo bdo cdo thanh tra clia Co quan quan ly nwdc sé tai twong (rng véi Gidy chirng nhan GMP,
ban duoc sao chirng thure (hgp phép héa lanh sy, cong chirng ...) theo quy dinh (Tai thoi diém céng bé, gidy chirtng nhan GMP nop tai ho so da hét
han hiéu lyc; chua kém theo Bdo cdo thanh tra twong (rng véi Gidy chirng nhan GMP d3 ndp trong ho so).
258 [Hovid Berhad Lot 56442, 7 1/2 Miles, 2931/23 o |National Cong ty TNHH Thuong B6 sung Uy quyén cla co s& san xudt cho cdng ty dé nghi céng bé
Jalan Ipoh/Chemor, S  [Pharmaceutical mai Bdo HO
31200 Chemor, Perak, : Regulatory Agency
Malaysia S',. (NPRA), Ministry of
~ Health, Malaysia
259 [DHL Supply Chain |Bijsterhuizen 3142, NL/H o [|Health and Youth Care |VPDD Takeda - Chua b sung Gidy chirtng nhan GMP theo yéu cau cla Dot 23. Yéu cau bé sung GCN GMP 13 ban sao cong chirng dugc hop phap héa l3nh sy theo
(Netherland) B.V [WIJCHEN, 6604LV, 19/2008315 § Inspectorate - Pharmaceuticals (Asia quy dinh.
Netherlands b B‘ Pharmaceutical Affairs, [Pacific) Pte. Ltd - Site Master file: b8 sung lay-out 1 cac ban in rd rang, day da cha thich, thé hién rd dwéng di cia nguyén liéu, con ngudi, danh sach, cap sach.....
S Netherlands B6 sung danh sach trang thiét bi san xuét.
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260 |PIRAMAL Rouboslaan 32, NL/H « |Healthand Youth Care |Cbng ty C8 phan Dugc P& nghi bé sung:
CRITICAL CARE B.V|VOORSCHOTEN, 2252TR, |18/2009356 § Inspectorate - pham Trung wong 1. Gidy chirng nhan GMP cap nhat con hiéu luc duwoc chirng thue (hop phép héa lanh sy, cdng chirng) theo quy dinh
Netherlands : Pharmaceutical Affairs, |Codupha 2. Gidy Gy quyén clia CSSX cho cong ty D& nghj cong bo
~ |Netherlands
-
261 [Sydenham E. Aguinaldo Highway, DM-2019-02 o« |Foodand Drug Zuellig Pharma Giai trinh: Dé nghi ndp GCN GMP con hiéu lyc va bdo cdo thanh tra tuwong &ng, dugc hop phap héa lanh su theo quy dinh.
Laboratories, Inc  [near corner Governor's § Administration,
Drive, Dasmarinas, Cavite, 8‘ Philippines
Philippines :‘
262 |Getz Pharma Pvt. |Plot 29-30, Sector 27, 06/2022- ~ |Drug Regulatory VPDD Getz Pharma (Pvt) |GCN GMP cung cdp chua dung quy dinh, d& nghi bé sung GCN GMP cé chirng thuc va hop phap héa lanh sy theo quy dinh.
Ltd. Korangi Industrial Area, DRAP (K) § Authority of Pakistan Ltd tai TP HCM
74900 Karachi, Pakistan 5«'
2‘
263 |Fynk 19th K.M. G.T. Road, Kala |67/2023- w |DrugRegulatory Céng ty TNHH Dugc Pé nghi kiém tra thuc té tai nha may theo y kién dot 32 dé 1am r& cac khu vire san xuat beta lactam
Pharmaceutical Shah Kaku, District DRAP (AD- § Authority of Pakistan phdm Ta Uyén
Industry (Pvt.) Ltd. |Sheikhupura, Pakistan 3861622) <o'r
2
264 |Warszawskie ul. Karolkowa 22/24, 01- |IWPS.405.45 Chief Pharmaceutical VPD D Pharmaceutical Giai trinh: 1am rd viéc san xuat cac “thuc chira doc tinh cao gy quéi thai, nhay cdm” theo ndi dung GCN GMP |a loai thuSc nao, viéc san xuét cac
Zaktady 207 Warszawa, Poland®  (.2023.IP.18 Inspectorate (CPI), Works Polpharma S.A. thudc nay chung hay riéng v&i day chuyén san xuat thudc théng thuong.
Farmaceutyczne  |(* Cach ghi dia chi tiéng  |WTC/0102_ w |Poland
POLFA Spoétka anh: Karolkowa 22/24, 01- (02_01/85 9
Akcyjnall 207 Warsaw, Poland) 2
(* Tén tiéng Anh: Z
Warsaw -
Pharmaceutical
Works Polfa S.A.)
265 |Bioton S.A. Macierzysz, ul. Poznariska |IWSF.405.47 Chief Pharmaceutical Chi nhanh céng ty ¢ Khéng cdng bé dia chi theo gidy phép luu hanh (MA).
12, 05-850 Ozaréw .2021.1P.1 Inspectorate, Poland phan dwoc pham Nam Ha
Mazowiecki, Poland WTC/0026_ o
Céch ghi khac: 01_05/149 N
Macierzysz, 12. 3
Poznanska Str, 05-850 ﬁ
Ozaréw Mazowiecki, -
Poland
266 |Zaklady Oddzial Produkcyjny w IWSF.405.13 Chief Pharmaceutical Van phong dai dién Gidi trinh b8 sung:
Farmaceutyczne |Nowej Debie, Poland 2.2022.1P.1 Inspectorate (CPI), Pharmaceutical Works - Dot 11: yéu cau b sung cac ndi dung lién quan dén hoat déng san xut cac ché pham cé hoat tinh ddc tinh cao
Polpharma S.A (ul.Metalowca 2, 39-460 |WTC/105_0 Poland Polpharma S.A. Tai Ha N&i [ Tai SMF nay cong ty da ndp layout khong bang tiéng Ba Lan, dé nghi bd sung toan bo ho so mit bang tong thé, so d6 cac mat bang san xuat, so do
(céch viét khac:  [Nowa Deba, Poland) 3_01/276 chénh ép, so d6 phan cép sach, so d6 dudng di nguyén vat liéu va con nguoi (bang tiéng Anh)
Pharmaceutical (céch viét khac: Prodution -
Works Polpharma [Department in Nowa S
SA) Deba, dia chi: 2 S
Metalowca St, 39-460 ;
Nowa Deba, Poland) ~
(cach ghi dia chi cii: ul.
Szypowskiego 1, 39-460
Nowa Deba, Poland)
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267 |Fresenius Kabi ul. Sienkiewicza 25, 99- IWSF.405.13 Chief Pharmaceutical Cong ty c6 phan 1. P& nghi giai trinh sy sai khac vé dia chi trén gidy chirng nhan ndp kém so v&i gidy chirng nhan khi tra ctru trén Eudra
Polska Sp. z 0.0. 300 Kutno, Poland .2023.1P.1 Inspectorate (CPI), Fresenius Kabi Viét Nam |Trén GCN: "ul. Sienkiewicza 25, 99-300, Kutno, Poland"
WTC/0072_ Poland Trén Eudra: "ul. Henryka Sienkiewicza 25, Kutno, 99-300, Poland"
02_01/21 - 2. Dé nghi b8 sung:
I + Gidy phép san xudt va cac dang bao ché& va sdn pham dugc san xuat ban tiéng Anh hoic tiéng Viét theo quy dinh (do Attachment No. 1 - Gidy phép
z san xuat va Attachment No. 2 - Danh muc cac dang bao ché va san pham dwoc san xuat bang tiéng Ba Lan)
2 +S0 dd t6 chirc ban in rd rang.
~ + S0 d6 mat bang téng thé nha may; so d6 nha xwdng ban in rd rang thé hién tirng khu vuc san xuat (tén phong, duong di nguyén liéu, con nguoi,
cép sach, chénh dp ...) cla tirng Building (do Céng ty cung cip layout clia SBM production building va Main building; khéng r& twong (ng véi
building nao tai muc 4.1 cta SMF)
268 |Teva Operations [ul. Mogilska 80, 31-546  |IWSC.405.13| _, |Chief Pharmaceutical VPDD Actavis BG sung gidy Uy quyén cho co s& dirng tén cong b6 va gidy t& phap Iy clia co s& cdng bé theo quy dinh.
Poland Sp. Z.0.0. |Krakéw, Poland .2021.AJE.1 S |Inspector (CPI), Poland [International Limited tai |B& sung ban dich tiéng Anh hodc tiéng Viét clia cac ndi dung xac nhan clia co quan quan ly nwdce sé tai trén gidy chirng nhan GMP va Phu luc 2 SMF.
WTC/0018_ 3 Viét Nam BG sung Layout nha xudng, Dudng di, con ngudi, nguyén vat liéu, chénh ap cap sach,so d6 hé théng x{r ly nwéc, lwge d6 san xuat san pham ( cla
01_01/55 ; tirng Building san xust)
269 |Teva Operations |ul. Mogilska 80, 31-546 IWSF.405.50 o Chief Pharmaceutical VPBD Actavis Tra ctru trén EUDRAGMP, co's& d3 c6 gidy chirng nhan cap nhat. D& nghi bé sung gidy chirng nhan GMP cap nhat, con hiéu lyc, dugc sao chirng
Poland Sp. Z.0.0. |Krakéw, Poland .2020.KK.1 S |Inspector (CPI), Poland [International Limited tai |thuc theo quy dinh (hgp phédp héa I3nh sy, cdng ching ...).
wTc/o018_ | @ Viét Nam
01_03/108 E
270 [Chemiczno- ul. J. Lea 208, 30-133 IWSF.405.27| _, [Main Pharmaceutical Coéng ty c6 phan Gonsa B6 sung: Gidy Uy quyén clia co s& san xuat cho co s& ndp ho so danh gia déap irng GMP.
Farmaceutyczna |Krakéw, Poland .2021.1P.1 § Inspectorate (MPI),
Spotdzielnia Pracy WTC/0029_ <O‘r Poland
,,Espefa" 01_01/94 z?
271 (Laboratério Edol- |Avenida 25 De Abril 6-6a, [F012/S1/MH| |National Authority of Pharma Pontis D& nghij b6 sung Bao cdo thanh tra day du (cé thé hién thanh tra d6i v&i pham vi dé nghi b6 sung).
Produtos Linda A Velha, Oeiras, /002/2023 § Medicines and Health
Farmacéuticos, 2795-225, Portugal 3‘ Product, I, P, Portugal
S.A. E'
272 (Laboratérios Basi -|Parque Industrial Manuel |FO16/S1/MH| _  [National Authority of Coéng ty ANVO Pharma Tai GCN GMP céc dang bao ché méi (thudc sinh hoc) so véi gidy cii, dé nghi cung cdp SMF cip nhat thé hién viéc san xuat d&i vdi cac dang bao ché
Industria Lourengo Ferreira, Lotes |/001/2023 S [Medicines and Health Canada Inc. cap nhat.
Farmacéutica, S.A. |8, 15 e 16, Mortagua, 3 Products (INFARMED),
3450-232, Portugal g Portugal
273 [Laboratério Rua Henrique Paiva F013/S1/MH| _,  |National Authority of Coéng ty TNHH Dugc - D& nghj bd sung gidy Gy quyén clia co s& san xuat cho cong ty ndp hd so cong bé.
Medinfar - Couceiro, n.° 27, Venda  |/001/2021 S |Medicines and Health  [pham Viét Phap - Gidy chirng nhan GMP phan hop phép héa lanh sy khéng phai 13 tiéng Anh hay tiéng Viét, dé nghi bé sung lai theo dinh
Produtos Nova, Amadora, 2700- z Products (INFARMED),
Farmacéuticos, 451, Portugal i Portugal
SA °
274 |LABIALFARMA EDIFICIO LABIALFARMA 1, |FO11/S1MH/ National authority of Labialfarma - Laboratério |- Dé nghi b8 sung, giai trinh:
LABORATORIO DE |FELGUEIRA, MORTAGUA |002/2022 ~ medicines and health de Produtos + B6 sung day du SMF theo quy dinh;
PRODUTOS 3450-336, PORTUGAL S [products, Portugal Farmacéuticos e + B8 sung Uy quyén cla co sé& san xuat cho co s& dang ky.
FARMACEUTICOS ; Nutracéuticos, S.A
E 2
NUTRACEUTICOS, °
S.A
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275 |Antibiotice SA Str. Valea Lupuluinr. 1, 035/2022/R National Agency for Coéng ty TNHH Dugc Cong b8 tén va dia chi theo gidy chirng nhan GMP, d&i véi ndi dung thay d6i/bd sung cach ghi dia chi co s& sdn xuat dé nghj co s& ndp hd so déng
(Cach ghi khac: lasi, Jud. lasi, cod 707410, |O Medicines and Medical |pham Do Ha ky thay d6i theo quy dinh Théng tw 08/2022/TT-BYT
S.C. Antibiotice Romania Devices (NAMMD),
S.A) (Céch ghi khac: Str. Valea Romania
Lupului nr. 1, 707410, IN]
lasi, Romania / 1 Valea 8
Lupului Street, zip code g
707410, lasi-Romania S
hodc Str. Valea Lupului,
nr. 1, Municipiul lasi,
Judet lasi, cod postal
707410, Romania)
276 |SANTA SA Str. Panselelor, nr.25, 017/2023/R « |National Agency for Coéng ty C6 Phan Dugc 1. B sung Gy quyén clia co s& san xuat cho cong ty ndp hd so cong bs dénh gid GMP.
nr.27 si nr.29, Municipiul |0 S |Medicines and Medical [Pham Bén Tre 2. Gidy chitng nhan GMP:
Brasov, Jude Brasov, cod 3 Devices (NAMMD), - Hop phap héa lanh su chirng nhan chit ky cla Gina Onoiu nhuwng tén nay khéng dugc ghi dudi chir ky.
postal 500419, Romania ; Romania - Trang 1 va trang 2 cla gidy chirng nhan dugc sao y thanh hai ban tach r&i, d& nghi chirng minh hai trang 13 ca cung mét gidy chirng nhan GMP.
277 |[Sintofarm S.A Str. Ziduri intre Vii nr. 22, [019/2021/R — |National Agency for Cong ty TNHH TM va - B& sung gidy Uy quyén cla CSSX cho cdng ty dé nghi cong bé.
Sector 2, Bucuresti cod o] § Medicines and Medical |Duoc phdm HT Viét Nam |- B6 sung so d6 mat bang téng thé khu vire sdn xuat, so d6 nha xwdng ban in rd rang thé hién tirng khu vure san xuét (cap sach, chénh ap...), so do
postal 023324, Romania § devices of Romania hé théng khi nén
5
278 |Joint-Stock Russia, Moscow Region, |GMP/EAEU/ Ministry of Industry and |Céng ty TNHH DP va HC  |Cdng ty dé nghj diéu chinh dang bao ché tir “Thuéc bot dong khd pha tiém” thanh “thudc bot déng khé pha truyén tinh mach” -> Khéng diéu chinh
Company BIOCAD (Krasnogorsk Urban RU/00492- Trade of the Russian Nam Linh dang bao ché san pham theo co ché va dudng dung
(JSC BIOCAD) district, the Settlement of |2022 (Toa N [Federation
Petrovo-Dalneye ul, nha k.1);@ 2'
Promyshlennaya, d.5 GMP/EAEU/ 8
RU/00489- 4
2022 (Toa
nha k.2)
279 [Céngty TNHH Toanha3,s615duong  |GMP/EAEU/ |  |BdCongthuong, Lién  [Cong TNHH "Zavod B& sung SMF ban c6 chit ky ca ngudi cé trach nhiém cla co s& sdn xuat va déng dau xac nhan cda vdn phong dai dién trén tirng trang dé xem xét
"Zavod Torgovaya, Novouralsk, RU/00417- § bang Nga Medsintez" cac khu vuc sdn xuat cla tirng dang bao ché duoc cong bé.
Medsintez" Sverdlovsk region, Nga 2022 g
Q
280 [Céngty TNHH S8 9 dudng Podgornaya, |GMP/EAEU/ ~ |BO Cong thuong, Lién Cong TNHH "Zavod B8 sung SMF ban c6 chi ky cla ngudi c6 trach nhiém cla co s& san xuat va déng ddu xac nhan cla van phong dai dién trén tirng trang.
"Zavod Novouralsk, Sverdlovsk RU/00419- § bang Nga Medsintez"
Medsintez" region, Nga 2022 g
g
281 |Joint-Stock 15 Gromova St., Yaroslavl |GMP-Q011- Ministry of Industry and [VPDD Cong ty c6 phan R- |1. Yéu cau bd sung
Company "R- urban district, Yaroslavl  |000662/21 Trade of the Russian pharm Lién bang Nga tai [+ Gidy phép san xuat bang tiéng Anh/Viét (Gidy phép san xuat ndp kém ho so dang bang tiéng Nga)
pharm" (JSC"R-  |region, Russian Federation Federation, Russia tp Ha Noi + S0 d6 mat bang tdng thé nha xwdng. So d6 nha xwdng ban in rd rang thé hién tirng khu vire sdn xuat (tén phong, duong di clia nguyén liéu, con
Pharm") ngudi, cap sach, chénh ap ...) d6i v&i production buiding No 2 (PB2) va so d6 hé théng nudc, nude pha tiém, nwdc tinh khiét dugc chd thich bing
tiéng Anh/Viét (Tai liéu ndp kém hod so dang chd thich béng tiéng Nga)
+ S0 d6 hé théng khi nén déi véi cac production buiding No 1, 2, 3 (PB1, PB2, PB3).
2 + Bao cdo thanh tra tuvong &ng v&i GCN GMP ndp kém la ban sao duoc chirng thue (hop phap hda lanh sy, cong chirng) theo quy dinh. (Co s& ndp
g. 03 bao cao thanh tra nhung khéng cé bao cdo thanh tra twong rng vdi dot thanh tra trén GCN GMP (23/11/2020)).
5 + Béo cdo ra soét chat lwgng dinh ky d6i véi cac dang bao ché vé trung hodc nguyén liéu vé trung: “thudc dong khd, céc sdn pham khéc: ban thanh
S pham, duoc chat san xuit bang phuwong phap téng hop cong nghé sinh hoc” (01 bao cao/ 01 san phdm) (Cong ty mdi ndp bao cao ra soét chat

luwgng vo trung déi véi thudc dang 1dng thé tich nhd).

2. Yéu cau gidi trinh:

Danh muc céc dang bao ché dugc san xuit cé bao gdm céc thudc cé chira dwgce chat déc té bao (Zidovudin, lamivudin...). D& nghj giai trinh 1am r&
(va cung cép tai liéu lién quan), xac dinh tinh can thiét va mirc d6 riéng biét vé nha xwéng (facilities) va/hoic trang thiét bi san xuat, cac bién phap
han ché nguy co duwoc xac dinh trén co s& danh gia nguy co va tham dinh vé sinh d6i véi tirng san pham chira hoat chat nay.
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282 |Limited Liability  |Primorsky Krai, Ussuriysk, [GMP/EAEU/ Ministry of industry and |VPD D Céng ty TNHH B6 sung:
Company EAST-  [Volochaevskaya St., bld.  |RU/00037- < [trade of the Russian Medipal-Onko + Bdo cdo thanh tra twong (rng véi gidy GMP dugc hgp phap héa theo quy dinh
PHARM 120-B, Russia 2021 8 faderaTION Russia + Hd so téng thé ban cap nhat tuong rng
3 + Bdo cdo chat lwgng sdn pham vé trung clia cac dang bao ché dé nghi cdng b6
= + Danh muyc cac dot thanh tra trong 3 ndm gan day
+ Gidy Gy quyén cla co s& san xuat cho co s& ndp hd so dé nghi cong bad.
283 [Pharmaceutical Industrial Estate, Phase-2, |2021064 o Saudi Food & Drugs Cong ty TNHH Duoc - P& nghi b6 sung, gidi trinh:
Solutions Industry |Road No. 208, Str.-203 PO S |Authority, Saudi Arabia |ph&m New Far East + GCN WHO-GMP khéng ghi dia chi co s& san xuat, dé nghi bé sung.
Ltd. Box 17476 Jeddah 21484, 3 + B8 sung bao céo thanh tra twong (rng véi GCN GMP dugc cap, dugce hop phap héa Ianh sy theo quy dinh.
Western Province, Saudi E + B8 sung danh muc thiét bj chinh tai khu virc kiém nghiém.
Arabia - - B6 sung Gidy phép san xu4t con hiéu lyc.
284 |McNeil AB Norrbroplatsen 2, 5.9.1-2020- o |Medical Products VPDD Johnson & Johnson |B& sung:
Helsingborg, 251 09, 027411 § Agency (MPA), Sweden |(Viét Nam) tai Ha Noi - B6 sung Gidy Uy quyén clia co s& san xuat cho co s& ndp hod so danh gia dap ttng GMP.
Sweden 8‘ - B& sung gidy chirng nhan EU GMP con hiéu lyc dwoc chirng thyc, hgp phép héa I3nh sy theo quy dinh.
©
o~
285 |Lek Verovskova ulica 57 (hodc |401-1/2023- « |Agency for medicinal Vdn phong dai dién - Khéng c6 bdo cdo thanh tra, d& nghi b8 sung bao céo thanh tra tuong (ng véi gidy chirng nhan GMP ndp trong hd so
Pharmaceuticals |Verovskova 57), Ljubljana, |6 § products and medical Novartis Singapore Pte '- SMF: trong ho so layout khéng doc dugc céc théng tin, yéu cau bé sung layout dwoc in rd rang théng tin theo ding quy dinh
d.d (viét tit: Lek [1526 (hodc SI-1526 8‘ devices of the Republic |Ltd
d.d) Ljubljana) Slovenia ﬁl of Slovenia
286 [Saneca Nitrianka 100, 920 27 SK/019V/20 _ [State Institute for Drug |VPDD cong ty Abbott Yéu cau b8 sung gidy Gy quyén cho co s& dirng tén cdng bd va gidy t& phdp ly clia co s& cong bd theo quy dinh
Pharmaceuticals [Hlohovec, Slovak Republic |20 § Control, Slovak Laboratories (Singapore) |'Tra ctru trén EUDRA GMP — nha mdy d3 c6 gidy chirng nhan SK/027V/2022 véi ngay thanh tra 20/10/2022. Khéng tra ctru thdy gidy chirng nhan ci.
a.s <O‘r Private Limited Yéu cau gidi trinh
B‘ De nghj cong ty ndp cong b cho gidy chirng nhan GMP cdp nhat, con hiéu lyc, duwgc hgp phap hoéa lanh sy va chirng thue theo quy dinh
287 |Saneca Nitrianska 100, 920 27 SK/027V/20 o [|State Institute for Drug |VPDD Abbott B& sung:
Pharmaceuticals [Hlohovec, Slovak 22 § Control, Slovakia Laboratories (Singapore) |- Gidy Uy quyén clia co' s& san xudt cho cng ty ndp ho so cong bé
a.s. Republic, Slovakia ~ Private Limited - B8 sung day d0 HB so dé cdng b8 co' s& san xuat theo quy dinh (trong hd so cdng ty chi m&i ndp gidy chirng nhan GMP cép nhat)
S
o
288 [Siam Bheasach 123 Soi 1-2-17-17- FDA Thailand Cong ty TNHH Eagle USA  |B6 sung gidy GMP con hiéu lyc dé cap nhat thoi han
Co., Ltd. Chokechairuammitr, 20-00063- Viét Nam
Vibhavadi-Rangsit Road, |00470 o
Chatuchak, Bangkok b
10900 and 9 Soi >
Chokechairuammitr 3, g
Vibhavadi-Rangsit Road, -
Dindang, Bangkok 10400,
Thailand
289 |M&H 41 Sukhumvit Road, 1-2-07-17- Food and Drug VPHD Eisai (Thailand) D& nghj co s& bé sung, gidi trinh:
Manufacturing Paknam, Muang, 19-00027 w |Administration (Thai Marketing Co., Ltd tai - B& sung gidy Uy quyén cla co s& san xuat cho co s& dé nghi cong bé.
Co., Ltd. Samutprakarn 10270, S |FDA), Thailand thanh ph8 H6 Chi Minh |- Gidy phép san xu4t.15/2526 hét han vao ngay 31/12/2020, dé nghi gidi trinh.
Thailand ; - B& sung bao cdo thanh tra tuwong (ng v&i GCN GPM dugc cap, dwoc hop phap héa lanh sy theo quy dinh.
i - BG sung bao cdo ra soat chat lwgng sdn pham thudc vé trung.
o o eniria . N . A s = PN s P A
- Cung cap tai liéu chirng minh kiém soat nguy co viéc san xuat thudc dung cho ngudi va thudc thu y tai building 1.
- Cung cap théng tin vi tri san xuat thudc chira khang sinh carbapenem.
290 |Community 1 Soi Khubon 11, Khubon |1-2-07-17- Food and Drug Cong ty ¢ phan Y duogc LS|1. BS sung:
Pharmacy Public [Road, Ramintra, Khan Na |23-00003 ~ |Administration (FDA), B6 sung day d0 cac phu luc clia SMF theo quy dinh (phu luc vé gidy phép sdn xuat, danh muc thiét bi san xuat, kiém nghiém.)
Company Limited |Yao, Bangkok 10230, Thai S |Thailan 2. Gidi trinh:
Lan 3 Tai muc 1.5 SMF c6 dé cap co s& san xuat san pham chira cephalosporin (2 sdn pham). Tuy nhién tai muc 4.1, phu luc layout nha xwéng thé hién co
S‘, s& chi c6 1 building san xuat thudc thudng va 1 building san xuat thudc penicillin.
- Pé nghi giai trinh viéc san xuat cephalosporin néu tai SMF thyc hién & building nao.
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291 |Eczacibasi Monrol |Baris Mahallesi Dr. Zeki TR/GMP/20 - Turkish Medicines and  |Cong ty c& phan Gidi trinh: trang 4/4 Gidy chirng nhan GMP c6 dé cap dén pham vi chirng nhan: "MON.TEK 99Mo/99m TC - binh phét hat nhan phdng xa Sodium
Nukleer Urunler  [Acar Caddesi No:1 23/11 S  [Medical Devices Agency |Pharmatopes Viét Nam Molybdate (99Mo) (Sodium Pertechnetate (99Tc) " thudc muc 1.1.2.5 - C4c san pham vé trung khac (khéng thudc muc "Thudc vo trung: Thudc
San. Ve ticA.S. (TUBITAK MAM S (TMMDA) phéng xa" nhu d@ nghi clia cong ty) -> D& nghi giai trinh va lam r3.
Teknoparki) Gebze / 3
Kocaeli -
292 [Mefar llac Sanayii |Ramazanoglu Mahallesi DK H ~ |Danish Health and Céng ty CP DP Vipharco  |CAng ty dé nghj céng bé gidy EU-GMP mdi, tuy nhién tinh trang GMP s& tai chwa dugc cap nhat (d3 hét han tir 21-09-2021).
AS Ensar Caddesi 20, Pendik, |10000550 § Medicines Authority Dé nghi cap nhat tinh trang GMP s& tai trudc khi cdp nhat EU-GMP.
34906, Turkey SI (DHMA)
Q
293 |Mefar ilag Sanayii |[Ramazanoglu Mah. Ensar |TR/GMP/20 Turkish Medicines and  |Mefar ilag Sanayii A.S. BG sung tiép tuc theo yéu cau cla Dot 29:
AS. Cad. No: 20, Kurtkoy - 23/26 @ |Medical Devices Agency 1. B8 sung Site Master File cp nhat cho gidy chitng nhan GMP m&i do pham vi chirtng nhan thay déi trén gidy méi va cung cap tai liéu cla co quan
Pendik / Istanbul, Turkey 8 quan ly Th Nhi Ky vé "hoat tinh cao".
5 2. Tai liéu ndp kém cdng van khong phai Bao cdo thanh tra day dd; chi la ban tém tat, thdng bao ton tai phét hién trong kiém tra. Yéu ciu cung cip
3 bao céo thanh tra ban day a0 (thé hién rd pham vi, loai hinh, muc dich thanh tra vién,...), ban duoc chirng thue, hop phap héa lanh sy theo quy
dinh.
294 |Novartis Saglik, Yenisehir Mahallesi, DE_BY_05_G| ., |[Coquan tham quyén VPDD Novartis tai Ha N6i |BS sung GCN GMP méi do co quan thdm quyén Dirc cap, dwgc hgp phap hda lanh sy theo quy dinh.
Gida Ve Tarim lhlara Vadisi Sokak No. 2, |MP_2023_0 § Durc
Urunleri San. Ve  |Pendik, Istanbul, TR 028 8‘
Tic. AS. 34912, Turkey mo'-,
295 [Nobel llac Sanayii [Sancaklar Mah. Eski TR/GMP/20 Turkish Medicines and  |Ambica International BG sung:
ve Ticaret A.S. Akcakoca Cad. No: 299, 22/308 N |[Medical Devices Agency |Corporation - B4o céo thanh tra day dd cla Co quan quan ly dwgc Thd Nhi Ky dugc sao chitng thue, hgp phap héa lanh sy theo ding quy dinh (Day la tai liéu
81100, Duzce. Turkey 8' phap ly bét budc dé lam cén cir dé danh gia ho so clia co s& san xuat).
ﬁl - B&n v& layout t6ng thé clia toan bd co s& san xuét tai dia chi dé nghi danh gia, thé hién rd va thuyé&t minh vai tro clia cac khu vy, toa nha.
S - SMF (PMFO1 edition 98) c6 diay du tat ca cac phu luc. Ban d3 ndp thi€u cac phuy luc tir J.7 dén J.16.
- Phu luc cia SMF vé Danh muc cac san pham dworc san xuit kém dang bao ché va APl tirong (rng (theo mau SMF cla PIC/S, WHO, EU).
296 |ldol llac Dolum Davutpasa Caddesi TR/GMP/20 - |Pharmaceuticals and Cong ty c8 phan duorc D& nghj bé sung bao cdo thanh tra ban day d0, twong (*ng véi GCN GMP da duoc cap, dugc hop phép héa lanh sy theo quy dinh.
San. Ve Tic. A.S Cebealibey Sokak No: 20, |21/335 § Medical Devices phadm Minh Ky
Topkapi, Zeytinburnu, ﬁl Agency, Turkey
Istanbul, Turkey rTc;
297 |Exeltis ilag San. ve |Cerkezkdy Organize ES/074HV/1 Agency for Medicines Exeltis Healthcare S.L. BG sung:
Tic. A.S. Sanayi Bélgesi, 8*/1 and Health Products + Gidy Uy quyén clia co s& san xuat cho co s& ndp hd so.
Gaziosmanpasa N |(AEMPS), Spain + B8 sung day dl cac ndi dung theo yéu cau tai Dot 32 déng thdi bé sung hd so dé nghi danh gia véi pham vi thudc chira hormon dé céng b8 GMP
Mahallesi, Fatih Bulvari 8‘ nudc sd tai trude khi cong bd EU-GMP. (Do GMP nudc s tai dot 32 khong dé cép téi pham vi thuc hormon nhu tai GCN GMP-EU).
No:19/2, Cerkezkdy- S‘ + B8 sung GCN GMP EU cép nhat con hiéu lyc, bdo cdo thanh tra GMP tuwong (rng, duoc HPHLS va chirng thuc theo quy dinh (Khéng gia han hiéu luc
Tekirdag, Turkey 3 i 31/12/2023 do tai GCN GMP-EU néu cu thé hiéu lyc 1a 19/02/2023, qud thoi han trén can thyc hién dénh gia thuc t& -> khong thudc dién gia
han cta EMA.)
298 |Deva Holding A.S |Dumlupinar Mah. Ankara |TR/GMP/20 Turkish Medicines and  |Céng ty TNHH Medfatop |1. Yéu cau b8 sung:
Cad. No.2 Kartepe Kocaeli [23/46 Medical Devices Agency - S0 d6 t6 chirc nhan sy, So d6 mat bang tong thé, so d6 nha xwdng ban in rd rang thé hién tirng khu vire san xuat (tén phong, duong di clia nguyén
Turkey (TMMDA) liéu, con ngudi, cap sach, chénh ap...) (Tai ho so chi cé layout cho khu v san xuit thuSc dang 16ng vé trung va khéng nhin rd; chua cé cac khu vuc
san xuat khéc), so d6 hé théng khi nén.
- - Bao cdo ra soat chat luwgng vo trung cho day dd cac dang bao ché cé trong GCN GMP dé nghj cong b8: Dung dich thé tich I&n; Thé tich nhé (Dung
o dich, hén dich, nhii dich, lotion); thudc dong khd; thudc khi dung) (Tai hd so méi cé bao céo cho cac dang bao ché: dung dich nhd mét, bot pha tiém
z truyén, dung dich tiém, 6ng tiém thé tich nhd, thuéc nhd mét don lidu. Chua thay thong tin clia dang bao ché bot pha tiém truyén, dung dich tiém
z truyén dé xac nhan 1a thudc déng kho).
e - Bo cao thanh tra ban day du (dwoc hop phap héa lanh sy, chirng thuc theo quy dinh) twong (ng véi GCN GMP ndp kém (Tai liéu co s& ndp kém
tai ho so khong phai bdo cdo thanh tra ma | thong bao cac ton tai can khic phuc).
2. Dé nghi giai trinh: Gidy GMP s6 TR/GMP/2023/46 cap ngay 02-02-2023 c6 pham vi "Thudc san xuit vé trung: cac dang thudc vé trung khac. Thudc
tiét trung cudi: dung dich tiém truyén thé tich 1&n, cac thudc tiét trung cudi khac", tuy nhién cac hoat dong dugc cap phép trong Site Master File
(KT_SMF_01.17 ngay ban hanh: 05/06/2023) khéng san xuat cac dang bao ché nay.

Danh sach co s& can b6 sung, gidi trinh

Trang 42 /47 Dot 34




States (USA)

TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ - A ~ - A A /R A .
STT XUAT DIA CHI NHAN CAP CO QUAN CAP DN DE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
299 |Caleb No. 3, Gongye 5th Rd., 06707 Ministry of Health and  |Cong ty TNHH Duoc P& nghi bé sung danh muc cap nhat cac dot thanh tra GMP trong 3 ndm gan day.
Pharmaceuticals, [Hukou Township, Hsinchu Welfare, Republic of pham Thién An Coéng ty ndp bdo cdo thanh tra 16-17/02/2017 - Khéng phu hgp véi dot thanh tra ghi trén gidy chirng nhan GMP (15-16/09/2020). Yéu cau bé sung
Inc. (Hukou) County 30352, Taiwan China (Taiwan) Béo cdo thanh tra tuwong (rng v&i GCN GMP d3 ndp. D& nghi gidi trinh, va cung cap bao cdo thanh tra clia Co quan quan ly nuwdc s& tai méi nhat,
(R.0.Q) < tuwong (ng véi Gidy chirng nhan GMP d3 ndp trong hd so, va duoc sao chirng thyc theo quy dinh (hop phap héa lanh sy, cong chirng ...).
] SMF: d& nghi b3 sung:
3[ + Ban dich sang tiéng Anh hodc tiéng Viét Annex 1va 2 va 8.
3 + Annex 3.
+ Annex 6: So d6 nha xwdng ban in mau, rd rang thé hién tirng khu virc sdn xuét (tén phong, chi thich bang tiéng Anh/tiéng Viét, cap sach, chénh
ap, dudng di cha con ngudi va nguyén liéu ...).
+ Annex 7: B sung so dd hé théng x{ Iy nudc ban in rd rang.
300 |Sheng Chun Tang |No. 6, Singgong Rd., 0419 — |Ministry of Health and  |C8ng ty TNHH DP Thién  |B& sung Gidy GMP nudc s& tai cap nhat co ghi rd pham vi chirng nhan, kém bao céo thanh tra tuong irng, ca hai dugc sao chirng thuc theo quy
Pharmaceutical Yongkang Dist., Tainan S |Welfare, Republic of An dinh. Gidy GMP d3 ndp trong hd so khéng cé pham vi chirng nhan va da hét han; bdo cao thanh tra ndp trong hd so chua duoc sao chirng thue, hop
Ind. Co., Ltd. City 710, Taiwan (R.0.C.) g China (Taiwan) phap hda lanh sy theo quy dinh.
4
301 |Savior Lifetec 4F., 12 & 16, Chuangye 07294 —  |Ministry of Health and  |Cbng ty TNHH Dwgc PT  |D@ nghi ra soat b3 sung SMF ban in rd rang day du théng tin theo quy dinh (trong hd so ban SMF in m&, khé doc)
Corporation Rd., Xinshi Dist., Tainan § Welfare, Republic of
Tainan Branch City 74144, Taiwan B‘ China (Taiwan)
Injection Plant oNH
302 |Private Joint Building 8, Stara Prorizna [LT/10H/201 ~ |BOYtéLithuania Céng ty TNHH Dugc Pé nghi co s& b6 sung giai trinh:
Stock Company  |Street, Uman city, 7 § pham U.N.I Viét Nam - B6 sung bao cdo thanh tra dugc hgp phép héa lanh sy theo yéu cau tai Dot 33 dé dugc cong b8 GMP nudc s6 tai.
"Technolog" Cherkasy region, 20300 8‘ - B& sung GCN EU-GMP dugc hgp phap héa lanh sy theo quy dinh.
Ukraine 3&
303 [Limited liability * 108, Kobzarska street, |071/2018/G State Service of Ukraine |Limited Liability B& sung:
company «Yuria- |Cherkassy, Cherkassy MP on Medicines and Drugs |Company "Yuria-Pharm" |- Gidy Gy quyén cla co s& sdn xuat cho co s& ndp hé so dé nghi danh gid.
Pharm» region, 18030, Ukraine; Control, Ukraine - Gidy GMP cap nhat va bao céo thanh tra twong (ng, cd hai dwoc sao chirng thye, hgp phap héa Ianh sy theo quy dinh.
* 21, Chygyrynska street, - SMF c6 day dd théng tin vé tat ca hoat déng san xuat (d3 duoc cip chirng nhan) tai tat cd cac tda nha san xuit tai ca 2 dia chi 108 Kobzarska street
Cherkassy, Cherkassy va 21 Chygyrynska street. SMF d& ndp chi mé ta hoat dong tai tda nha s6 14 tai dia chi 108 Kobzarska street.
region, 18030, Ukraine © - C4c ban vé so @6 khu virc san xuat tai Annex 6 cia SMF dugc in rd rang hodc ban mém, thé hién rd rang ban vé dé cla tang nao, building nao, &
3 dia chi ndo. Trong ban da ndép dang ghi khéng rd rang (“Manufacturing area No. 1”7, “Manufacturing area No. 2”, “Manufacturing area on the mark
2 2900”, “Manufacturing area on the mark 6900m” ...).
E - Céc ban v& hé théng san xuat va hé théng phan phdi nudc PW va WFI tai Annex 7 clia SMF dugc in rd rang hodc badn mém, thé hién rd rang ban vé
e d6 cla building nao, & dia chi nao. Trong ban da ndp dang ghi khéng rd rang (“Manufacturing area No. 17, “Manufacturing area No. 2”) va chi c6
ban v& hé théng phan phdi PW, WFI.
- Danh muc céc thiét bj san xuat va kiém nghiém tai Annex 8 clia SMF, trong d6 phan rd rang cac thiét bi thudc day chuyén & building ndo, & dia chi
nao. Ban da ndp chi cé tén thiét bj va ma s6 vi tri.
- B4o céo ra soat chat lwgng san pham dinh ky (PQR) ban day dd cia mbi dang bao ché vé trung. Ban d3 ndp chi cé mot phan, khéng day da.
- Ban cap nhat danh muc céc dot thanh tra GMP tai co s& trong 3 ndm gan déay.
304 |AstraZeneca 4601 Highway 62 East, Bao cao , United States Food and [CT TNHH Astra Zeneca - B6 sung bao cdo thanh tra ngay 19/09/2023 ban day dt , khong che, duwgc chirng thuc va hop phap héa lanh sy theo quy dinh.
Pharmaceuticals |Mount Vernon, IN, 47620, |thanh tra: rfu Drug Administration Viét Nam
LP (formerly USA (Céch viét khéc: 4601 [S6 FEI: 29
Bristol Myers Highway 62 East Mount  |1825662 '8 4
Squibb Company) [Vernon, Indiana 47620, o
USA) -
305 [CATALENT 2725 SCHERER DRIVE FEI: 1811396 o United States Food and |VPDD Astellas Pharma Cong ty dé nghi gia han cap nhat theo han Gidy phép san xuat online clia US-FDA dén 31/12/2024.
PHARMA North (Dr N), ST El end: 14- S |Drug Administration Singapore Pte. Ltd tai Tra cltu website US-FDA, co s& d3 c6 cac dot kiém tra méi. Yéu cau b sung bao cdo thanh tra cap nhat (ban day du, khong che) dugc sao chitng
SOLUTIONS LLC  |PETERSBURG, Florida (FL) |06-2018 % |(us.Foa) HCM thue, hop phap héa lanh sy theo quy dinh.
33716-1016, United ;

Danh sach co s& can b6 sung, gidi trinh

Trang 43 /47 Dot 34



TEN CO’ SO’ SAN . GIAY CH. | NGAY ~ - o ~ - A A /R A .
STT XUAT DIA CHI NHAN CAP CO QUAN CAP DN DE NGHI CONG BO NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
306 |IPR Road 188, Lot 17, San 362 Commonwealth of Cong ty TNHH - D& nghj bd sung bdo cdo thanh tra (ban hop phép héa lanh sy va chirng thyc theo quy dinh) va HB so tdng thé nha méy chirng minh cho dang bao
Pharmaceuticals, |Isidro Industrial Park, Establishme Puerto Rico, USA AstraZeneca Viét Nam ché& vién nén bao phim dé nghi céng bé.
Inc. Candvanas, PR 00729, USA [nt - Gidy chirng nhan GMP céng ty cung cdp trong hd so: 13 ban dién tl in ra yéu cau cung cap dudng link; yéu cau giai trinh va chirng minh vé viéc co
registration: | quan cap cé dd thadm quyén cap gidy chirng nhan GMP hay khéng; gidy chirng nhan GMP khéng néu rd hiéu luyc.
(* Cach ghi khac: Carr 188, 3003009422 S
Lote 17, San Isidro E
Industrial Park, Po Box a
1624, Canovanas, PR -
00729, USA)
307 |Patheon 5900 Martin Luther King  [NL/HV ~ |Health and Youth Care |VPDD Merck Sharp & BG sung:
Manufacturing Ir. Highway, Greenville, |22/2042107 § Inspectorate - Dohme (Asia) Ltd. Tai - Uy quy@n clia nha san xudt cho co s& ndp hd so dé nghj céng bé.
Services LLC NC (hodc North Carolina) g? Pharmaceutical Affairs, |Viét Nam - B& sung hd so theo quy dinh déi véi trvdng hop bé sung pham vi chitng nhan GMP va SMF cho pham vi EU-GMP
27834, USA 2 Netherlands
308 |Patheon 5900 Martin Luther King  FEI: 1018495| , [United States Food and (VPDD Merck Sharp & B& sung:
Manufacturing Jr. Highway, Greenville, § Drug Administration Dohme (Asia) Ltd. Tai - Uy quy@n ctia nha san xuat cho co s& ndp hd so' dé nghi cong bé.
Services LLC NC (hodc North Carolina) g? (U.S. FDA) Viét Nam - Bdo cdo thanh tra d&i vdi thudc khdng vé trung.
27834, USA <
o
309 |Catalent Indiana, |1300 South Patterson FEI: ~ |United States Food and |Cong ty TNHH Cong ty ndp bao cao thanh tra GMP (thidng 1/2022).
LLC Drive, Bloomington, IN 3005949964 S Drug Administration AstraZeneca Viét Nam D& nghj cong ty ndp b8 sung bdo céo thanh tra GMP gan day (ngay thanh tra: 15/11/2023, Inspection ID: 1224264) ban duwoc hop phap héa lanh sy
47403, United States of g (U.S. FDA) va chirng thyc theo quy dinh
America o
o
310 [Baxter 927 South Curry Pike UK GMP Medicines and VPDD Cdng ty Pfizeer D& nghi co s& thdng nhat 1 cach ghi dia chi va thyc hién tha tuc thay d6i theo Théng tw 08/2022/TT-BYT cla dang ki thudc
Pharmaceutical (hodc S. Curry Pike), 18058 Insp Healthcare Products (Thailand) Limited tai
Solutions LLC Bloomington, 47403 GMP ™ |Regulatory Agency Viét Nam
(hosc IN-47403 hosic 18058/1036 | &  |(MHRA), United
Indiana 47403) (hoac 7-0012 'oT Kingdom
47403 Bloomington, &
Indiana (IN)), United
States.
311 [C.B. Fleet 4615 Murray Pl,, 2C98-BUGF ~ |United States Food and |Cty TNHH Y T& Canh Cira  |D& nghi b6 sung Bao céo thanh tra GMP trong vong 3 ndm dé dugc cong bd, khdng cong bd theo CPP san pham
Company, Inc., Lynchburg, VA 24502, USA § Drug Administration Viét
S |Us.FoA)
;1-.'_’
312 [C.B. Fleet 4615 Murray Pl,, UYZD-FVX7 ~ |United States Food and |Cty TNHH Y T& Canh Cira  |D& nghi b6 sung Bao céo thanh tra GMP trong vong 3 ndm dé dugc cong bd, khong céng bé theo CPP san pham
Company, Inc., Lynchburg, VA 24502, USA § Drug Administration Viét
& |(Us.FDA)
Z'I
313 |Pharmacia and 7000 Portage Road, FEI: 1810189 United States Food and [Céng ty TNHH Pfizer (Viét |Cong ty d& nghi gia han cap nhat theo han Gidy phép san xuat online clia US-FDA dén 31/12/2024. Tuy nhién, tra ciru website US-FDA, co s& d3
Upjohn Company (Kalamazoo, MI 49001, El end: 21- Drug Administration Nam) duoc kiém tra méi ngay 16/06/2023. Yéu cau b8 sung bao cdo thanh tra cap nhat (ban day dud, khong che) duoc sao chirng thuc, hop phéap héa lanh
LLC United States of America |09-2018 % |(U.S. FDA) sy theo quy dinh.
(* Cach ghi khac: 7000 S
Portage Road, Kalamazoo, $
Michigan (M) 49001, ~
United States (USA))
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314 [Genentech, INC 1 DNA Way South San FEI: 2917293 United States Food and |VPDD. F. Hoffmann - La - B4o céo thanh tra cap tir 08/7/2016 d3 qua 03 ndm, dé nghi bd sung ban cap nhat.
Francisco, CA 94080- ©  |Drug Administration Roche Ltd. - P& nghi gidi trinh viéc dia chi cia nha san xuit trén bao cdo thanh tra cé bao gdbm s6 4990; tuy nhién trén SMF, CPP, don dé nghi khéng c6 s6 nay.
4990, USA ] - SMF: B3 sung ban in cac lay out rd rang.
5 - P& nghi cung cap gidy phép san xuat.
8
315 [Sanofi Pasteur Inc. |1 Discovery Drive United States Food and |VPDD Sanofi Pasteur TP |Dé nghi:

Swiftwater, PA 18370, Drug Administration HCM - B6 sung théng tin gidy phép dang ky san xuat thudc cap nhat

United States (U.S. FDA) - Gidy chi*ng nhan CPP cla vac xin Fulzone high-dose Quadrivalent:

+ Gidi trinh vé dia chi co s& san xuat trén Gidy chirng nhan CPP (Discovery Drive Swiftwater, PA 18370, United States) khéng théng nhat v&i co s&
san xuat dé nghi cong bd (1 Discovery Drive Swiftwater, PA 18370, United States).
+ M@t s6 trang dinh kém CPP khéng cé dau xac nhan clia co quan cip, dé nghi xem lai.
+ Cdng ty xac nhan tén thudc Fulzone high-dose Quadrivalent trén CPP va tén Efluelda |a mét 1a chua phu hop, d@ nghi ndp xac nhan cla co quan cé
thadm quyén vé ndi dung nay.
- HO so téng thé:
+Théng tin chung vé co s& san xuat: B6 sung thong tin vé gidy phép san xuat.
+ B6 sung layout tdng thé toan nha may.

316 [Catalent 1240 Sugg Parkway, FEI:3000209 United States Food and [Céng ty TNHH Duoc D& nghj cong ty gidi trinh vé& pham vi chirng nhan cho hoat déng san xuét:

Greenville, Inc. Greenville, North Carolina 735 Drug Administration phdm GSK Viét Nam * S0 d6 tong thé CSSX, méat bang in md, khong rd rang, thiéu thong tin chi tiét. D& nghi bd sung day di cc so dd mat bang, in rd rang, cung cap so

(NC) 27834, United States (U.S. FDA) d0 cdp sach, so d6 chénh léch ap suat, dudng di clia nguyén liéu va con ngudi, thanh pham.

(USA) o - Thu gidi trinh cé dinh chinh thay d&i layout 3-4 5400 cla ver 5.0 thay d6i thanh khu virc sdn xuat thudc chira Niraparid tosylate monohydrate cla
§ thudc chdng ung thu Zejula ddng ky lwu hanh tai Viét Nam. Nhung trong muc 4.1 ¢6 ghi khu vire 3-4 layout ndm ngoai khu virc 1240 Sugg Parkway,
~ Greenville dang danh gia, né thudc dia chi 5400 Martin Luther King. D& nghi gidi trinh.

2 * Gidi trinh pham vi cong b8 hoat dong déng géi: cung cap so d6 khu virc dong goi va va gidi trinh vé han ché hoat dng dénh gia cia thanh tra d&i
- véi dong goi va dan nhan.
* Bdo cdo thanh tra:
- ¢6 ghi pham vi sdn xudt nhung dénh gid khu vuc déng géi khéng danh gid day di do dang chuyén tir tda nha 1 sang toa nha va bdo cdo thanh tra
bi che, d& nghj b8 sung day d0 ban khéng bj che khuat va gidi trinh.
317 [Mission 38505 IH 10 West, Food and Drugs Céng ty CP Dugc Dai Nam |- D& nghj b8 sung, gidi trinh
Pharmacal Boerne, Texas - 78006, Administration, USA + Theo bdo cédo thanh tra gt kém, Co s& dugc thanh tra vao ngay 1-4/4/2019, tuy nhién, khi tra ciru trén dit liéu tai website ctia FDA:
Company United States datadashboard.fda.gov, khong thé hién cé dot thanh tra nay, dé nghij giai trinh.
+ D& nghi ndp ban bao cdo thanh tra day dd, duoc hop phép héa Ianh su theo quy dinh.
+ D8 nghj b8 sung so d6 nha xudng, thé hién dudng di cla nguyén liéu, ngudi, chénh 4p, cap sach, hé théng HVAC.
+ D& nghi b6 sung danh muc thiét bj tai khu virc kiém tra chat luvgng.
+B6 sung danh muc céc cudc thanh tra trong 03 ndm gan nhat.
+ Trong danh muc thudc duoc san xuat, c6 san pham thudc xit mii, tuy nhién, tai SMF, khéng thé hién khu vuc san xuit san pham nay, danh muc
thiét bj cling khéng thé hién thiét bi no san xudt san phdm nay. D& nghij gidi trinh
318 [The Ritedose 1 Technology Circle, FEI: United States Food and [Céng ty TNHH Viatris Viét |- Dé nghi b6 sung, gidi trinh:
Corporation Columbia, South Carolina 3001237796 Drug Administration Nam + Gidi trinh: Tra clru dit liéu trén https://datadashboard.fda.gov/, khéng c6 dot thanh tra vao ngay 12-16/2/2018 tai co s&
(SC) 29203, USA (U.S. FDA) + B8 sung so d6 nha xwdng ban in to, rd rang, thé hién dwdng di cia ngudi, nguyén liéu, cap sach, chénh ap; so d6 hé théng nudc, hé théng HVAC;
b8 sung danh muc thiét bj san xuat, thiét bj kiém nghiém.
319 |DDP Specialty 1635 N. Gleaner Rd., 1816403 United States Food and [Nagase Singapore (Pte)  |Giai trinh:
Electronic Hemlock, Ml 48626, USA Drug Administration Ltd - B& sung bao cdo thanh tra 13 ban day du, khéng che dwoc chirng thue va hop phap héa l3nh sy theo quy dinh.
Materials US9, LLC - B6 sung gidy Gy quyén cho co s& ndp hd so danh gia dép ing GMP
© - Site Master File:
b= + B6 sung gidy phép san xuat, danh muc cac dang bao ché duwoc san xuat.
Ry + B8 sung so d6 t& chirc nhan sy day da gdm tén, chirc danh.
< +B6 sung so d6 téng thé khu virc san xudt, layout nha xuwdng 1a ban in trén khé gidy phu hop véi chi thich rd rang, thé hién dwong di clia nguyén
- vat liéu, con ngudi, chénh ép, cap sach.....
+B6 sung danh muyc céc dot thanh tra 03 ndm gan day
- CPP cac thudc 13 ban dién t&r déng dau cong ty, dé nghi ndp ban dwoc chirng thue va hop phap héa lanh sy.
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320 |BRISTOL-MYERS |BO TIERRAS NUEVAS IT/GMP/E/5 [ |italian Medicines Cong ty TNHH DKSH D& nghj b sung: So dd téng thé& nha may; so db cip sach, chénh ap.
SQIBB HOLDING [ROAD 686 KM 2.3, /2017 S [Agency (AIFA) Pharma Viét Nam
PHARM LTD. MANATI, PR 00674 E
LIABILITY PUERTO RICO, UNITED S
COMPANY STATE °
321 [Trepharm SH.P.K |Str. "Gurbardhi Str. 50, Kosovo Medicines Trepharm SH.P.K BG sung:
Sllatiné e Madhe", Fushé Agency, Kosovo - Gidy phép thanh 13p vén phong dai dién clia NSX tai Viét Nam hodc Gy quyén cla nha san xuit cho céng ty dang ky tai Viéet Nam ndp ho so dé nghi
Kosové, R.e Kosovés - Gidy chirng nhan GMP ban géc day du thdéng tin, con hiéu lyc va bao cdo thanh tra twong (rng ban dich tiéng Anh/Viét dwoc chirng thue hop phap
héa lanh sy theo quy dinh
- SMF day dd bao gbm ca layout clia nha xwdng san xudt thudc vé trung va hé théng nwdc WFI
- Bo cdo ra soat chat lugng san pham vo trung twong ¢ng vdi tirng dang bao ché néu c6 dé nghij cdng bd dang san phdm nay
322 (Coral Plot No. 57/1 (16), DCD/D&D/L «~ |Drugs Licensing Cong ty TNHH Duoc BG sung bao cao thanh tra GMP kém day dd Annex 1 va Annex 2, dugc HPHLS va chirng thyc theo quy dinh. (Tai ndi dung bdo cdo danh gid cé néu
Laboratories Bhenslore, Dunetha, Nani |A/2021- § Authority, UT of Daman |phdm Y-med dinh kém danh sach sdn phadm tai Annex 1 va Annex 2, tuy nhién tai liéu trong hd so khéng bao gdm 2 annex nay)
Limited Daman - 396210, India 2022/2321 8‘ & DIU, Daman, India
3
323 |AROMA iLAC SAN. |Vakiflar OSB Mahallesi, TR/GMP/20 ~ |Turkish Medicines and |C6ng ty TNHH Duoc Khéng déng y diéu chinh pham vi d cong b6 tai dot 27 do dé xuit cy thé pham vi dung méi pha tiém d3 thudc pham vi dung dich tiém.
LTD. STi. Sanayi Caddesi, No: 22/1 |22/207 § Medical Devices Agency [phdm New Far East
Kat 2, Ergene/Tekirdag, B‘ (TMMDA)
Turkey ﬁ
324 |AY 235, Miyakami, Shimizu- (1728 Ministry of Health, Cong ty THNN DKSH Cong ty dé nghi diéu chinh tén cssx cdng bd phu hgp vdi théng tin trén gidy phép lwu hanh thudc d3 cap tai Viét Nam:
Pharmaceuticals [ku, Shizuoka-shi, o Labour and Welfare Pharma Viét Nam Tén nha san xuat da duoc d6i thanh Ay Pharmaceuticals Co., Ltd (theo CV s6 00741/QLD-DK ngay 06/12/2013)
Co., Ltd - Shimizu [Shizuoka, Japan S [(MHLW), Japan K&t ludn: Céng b8 dung co s& san xuat trén gidy chirng nhan GMP d3 cap.
Plant ,‘1‘
Céch ghi khdc: AY Z
Pharmaceuticals ©
Co., Ltd
325 |AY 235, Miyakami, Shimizu- [1268 Ministry of Health, Cong ty THNN DKSH Cong ty dé nghi diéu chinh tén cssx cong b8 phu hop vdi théng tin trén gidy phép lwu hanh thudc d3 cap tai Viét Nam:
Pharmaceuticals [ku, Shizuoka-shi, o Labour and Welfare Pharma Viét Nam Tén nha san xuat d3 duoc d6i thanh Ay Pharmaceuticals Co., Ltd (heo CV s6 7035/QLD-DK ngay 29/04/2014)
Co., Ltd - Shimizu |Shizuoka, Japan S |(MHLW), Japan K&t ludn: Cong b8 dung co s& san xuat trén gidy chirng nhan GMP d3 cap
Plant E
Cach ghi khac: AY S
Pharmaceuticals -
Co., Ltd
326 |Sava Healthcare |Plot No.-507 -Bto 512, (22023162 Food & Drugs Control VPDD Sava Healthcare B& sung cac bo céo thanh tra ban day du tuwong (ng v&i Gidy chirng nhan GMP d& ndp; ban dugc chitng thuc (hop phap héa lanh sy, cdng chirng)
Limited G.1.D.C. Estate, Administration, Gujarat |Limited tai TP. HCM theo quy dinh (Tai liéu ndp tai hd so chi la thu dénh gia viéc khic phuc cac ton tai tai cac dot thanh tra ngay 06-07/01/2022 va ngay 08/02/2022)
Wadhwancity, City- State, India
Wadhwan city -363 035,
Dist. - Surendranagar
Gujarat State, India
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327 [Sanofi-Aventis Sanofi-Aventis DE_HE_01_ Co quan thdm quyén Van phong dai dién Cong ty cung cap Gidy xac nhan cac cach ghi dia chi clia Dai st quan Dirc tai Ha Noi. Yéu cau cung cap Gidy xac nhan cla co quan quan ly c¢6 tham
Deutschland Deutschland GmbH, GMP_2021_ Dlrc Sanofi-Aventis Singapore |quyén nudc s& tai.
GmbH Bereich Bereich Handelsprodukte (0021 Pte.Ltd
Handelsprodukte [Industriepark Hochst-
(cach ghi khac: Briiningstrale 50, H500,
Sanofi-Aventis H590, H600, H750, H785,
Duetschland H790, H821- 65926
GmbH) Frankfurt am Main,
Germany
Cach ghi khac:
+ Industriepark Hochst, -
BriiningstraRe 50, D- §
65926 Frankfurt am Main, o
Germany. ®©
+ BriiningstraRe 50, D-
65926 Frankfurt am Main,
Germany.
+ Industriepark Hoechst,
65926 Frankfurt am Main,
Germany.
+ Industriepark Hochst, D-
65926 Frankfurt am Main,
Germany.
328 |M/s. The Madras |137-B, Old 15156/D1/4 _, |Department of Food MEGA LIFESCIENCES B& sung bdo céo thanh tra ban gdc dé déi chigu duoc hop phép héa lanh sy va ching thuc theo quy dinh.
Pharmaceuticals [Mahabalipuram road, /2020 S |Safety and Drugs Public Company Limited
Karapakkam, Chennai - z Control Administration
600 096, India 2 Government of
~ Tamilnadu, India
329 (Zeria 1212 Kappayama, 5372 " Ministry of Health, Coéng ty ¢ phan duoc Pé nghi cung cdp GCN GMP kém theo bdo cdo thanh tra tuwong (ng; |a ban sao cdng chirtng dwgc hop phap héa lanh sy theo quy dinh, cé sy lién két
Pharmaceutical  [Narisawa Aza, Kumagaya- S |Labour and Welfare pham 3/2 gitta cac trang (Co s& da nop gidy phép san xudt 1a ban sao cong chirng duwgc HPHLS theo quy dinh; tuy nhién trén gidy phép san xuat khong thé
Co., Ltd. Saitama |Shi, Saitama, Japan m (MHLW), Japan hién pham vi san xuit. Co s& ndp kém bdo cdo thanh tra GMP |a ban sao céng chitng nhung chua dugc Hop phap héa ldnh sy, khdng cé su lién két
Plant g gilra cac trang)
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