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Dot 46
( Kém theo cong vansé 2145 /QLD-CLngay 25 /7 /2025 cta Cuc Qudn Iy Dwoc)
ID |TEN CO SO SAN . ) - NGUYEN | GIAY cH. | NcAy | NCAY - A L
STT |ID CC cT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ::iTN CO’' QUAN CAP NOI DUNG DIEU CHINH
1 | 3416 | AT- [Fresenius Kabi HafnerstraBe (hoic: * Thudc vo trung: EU-GMP |INS-480166- Austrian Federal Office  |Diéu chinh hiéu lyc dén 21/03/2027 theo gidy chitng nhan GMP d3
001 |Austria GmbH Hafnerstrasse) 36, 8055 [+ Thudc san xuat vé trung: Dung dich thudc tiém/ tiém truyén thé tich 16n; dung dich thudc 102575655- for Safety in Health Care |cap.
(ho3c A-8055 hodc AT- tiém/ tiém truyén thé tich nhé; thudc déng kho; dung dich thudc tiém/ tiém truyén tinh 19614445 (BASG)
8055) Graz, Austria mach (chira hormon). (4/7)
+ Thudc tiét trung cudi: Dung dich va nhii twong thudc tiém/ tiém truyén thé tich 16n; dung < ~
dich va nhii twong thudc tiém/ tiém truyén thé tich nho; nhii twong thudc tiém/ tiém truyén g 2]
tinh mach (chitra hormon). E E
+ Xuat xudng 16 2 2
* Thudc sinh hoc: San phdm mau; Thudc mién dich; thudc cong nghé sinh hoc, thudc cé e o
ngudn gdc tir ngudi hodc ddng vat.
* Péng goi cap 2.
* Kiém tra chat lwgng: vi sinh vat (khong vé trung), héa hoc/vat ly, sinh hoc (endotoxin).
2 3836 | AT- [Sanochemia Landegger-Strape (cach * Pong goi thir cap. EU-GMP |INS-483894- Federal Office for Safety |Dinh chinh hiéu lic pham vi cng bé theo hiéu lyc cla gidy chirng
016 [Pharmazeutika viét khéc: Landegger 103531613- N Ny |in Health Care, Austria  [nhan GMP d cép.
GmbH (téncii:  |StraBe hosc 19754886 S S
Sanochemia Landeggersstrabe) 33, (11/11) g. 8.
Pharmazeutika 2491 Neufeld an der J X
AG Werk 2) Leitha, Austria
3 | 3690 | AT- |Sandoz GmbH - Biochemiestrasse (hodc 1. Thudc vé trung: EU-GMP |INS-481921- Federal Office for Safety |Diéu chinh pham vi theo gidy chitng nhan GMP d3 cdp:
017 |Betriebsstatte/ |BiochemiestraRe) 10, - Th‘{a‘: tiém thé tich nho; 103412918- in Health Care, Austria  [Thudc sinh hoc:
Manufacturing 6250 (hodc A-6250, hodc |~ X“f‘t "U"E'"g 16. . N ) ) o o 19662407 - Xuat xudng 16 thudc cong nghé sinh hoc va khang thé don dong
site Anti AT-6250) Kundl, Austria 2. San xuat cac thudc bao gom khang sinh nhdm Penicillines va Cephalosporine vdi cac dang bao ché
. sau:
Infect!ves & * Thudc vo trung:
Chemical +Thudc dang rén va céy ghép.
Operations FDF + Xudt xurong 16. N Q
Kundl (AICO FDF * Thudc khong vé tring 8. 8.
Kundl) Cach ghi +Vién nang crng; Thudc udng dang 16ng; cc thudc bao ché dang rén: Hon dich, c6m pha hdn dich, 8 b
khac: Sandoz thudc cdm, thudc bot 8‘ ‘r_i'
GmbH + Vién nén, vién nén bao phim.
+ Xudt xudng 16.
3. Thudc sinh hoc:
- Xu#t xudng 16 thudc cdng nghé sinh hoc; thudc khang thé don dong.
* Pong gbi cap 1: Vién nang cirng; Thudc ubng dang 1dng; cac thudc bao ché dang ran: Hn dich, c6m
pha hdn dich, thuéc cdm, thudc bdt, vién nén, vién nén bao phim.
* Pdng goi cap 2.
4 [3178 | BD- |Eskayef 400 Squibb Road, Tongi * Thu6c khéng vo trung: WHO-GMP [DA/6- Directoral general of Diéu chinh tir Banglades-GMP thanh WHO GMP theo hb so tai liéu co
009 |Pharmaceuticals |Industrial Area, Tongi, + Vién nang crng (vién giai phong cé kiém soét, giai phdng kéo dai, gidi phdng ngay). 39/05/13702 Drug Administration s& da nop.
Limited Gazipur 1711, Bangladesh + Vién nén (vién nén, vién nén bao phim, vién nén sli bot, vién nén phan tan trong miéng, Bangladesh.
vién nén nhai, vién nén giai phdng kéo dai). 0 E
+ Dung dich udng: dung dich, Siro, hdn dich, nhii twong, thudc uéng nhé giot 2. 2.
+ Thu8c bét, thudc c6m, pellet 'oT 'oT
+ Thu8c dung ngoai: Kem , gel, m&, shampo, lotion, dung dich stic miéng/xit mii. 3 3
+ Thu8c phun mu dung hit.
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ID |TEN CO SO SAN . ) - NGUYEN | GIAYCH. |ncAy |N6AY - . N
STT |ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ll:lliTN CO’' QUAN CAP NOI DUNG PIEU CHINH
5 | 1677 | BE- |Janssen Lammedries-Oost 55 * Thudc khdng vé trung: Thuéc dang hat. EU-GMP |BE/GMP/20 Federal Agency for 1. Diéu chinh tén, dia chi CSSX theo sy trién khai hé théng OMS va dé
015 |Pharmaceutica (Cach ghi cii: Lammerdries |* Co s& san xuat ban thanh pham: 21/011 < " Medicines and Health nghi clia céng ty.
(Cach ghi khac: 55), Olen, 2250 (hodc B- + Vién nang ctrng SPORAL (Itraconazole 100mg); S S [Products (FAMHP), 2. Diéu chinh ngay cdp theo gidy chitng nhan EU-GMP nép trong hd so
Janssen 2250), Belgium + Vién nang clrng giai phong kéo dai REMINYL, 16mg (10,25 mg galanatamine E m Belgium. va gia han hiéu lyc gidy chirng nhan EU-GMP dén 31/12/25 theo ndi
Pharmaceutica hydrobromide twong duwong 8mg galantamine). 2 : dung ghi chd lam rd trén gidy chirng nhan GMP gia han.
NV) + Vién nang clrng giai phong kéo dai REMINYL, 8mg (20,51 mg galanatamine - «
hydrobromide tuong duong 16mg galantamine).
6 | 3695 BY- |Joint Limited Minskaya street, 2A, 2A/4,  [* Thu8c vé trung: dung dich thé tich nhd Belarus- |GMP/EAEU/ Ministry of Health of the [Diéu chinh céch ghi dia chi clia co s& san xuat theo bao cdo thanh tra.
010 |Liability Company [2A/8, Logoysk District, Minsk GMP  [BY/00278- Republic of Belarus
"Lekpharm!' Region, Logoysk 223141, (WHO- |2023
Re;})ublic} of Bglarus (Dia chi GMP)
xudng san xudt: 223141,
Minsk Region, Logoisk,
Minskaya str., 2A/4, Republic Q 2
of Belarus (cach ghi khdc: < Q
223141, Minsk Region, ﬁl é
Logoysk, Minskaya str., 2A/4, 3' ;";’
Republic of Belarus); Dia chi
kho: 223141, Minsk Region,
Logoysk, Minskaya Str., 2A,
Republic of Belarus).
7 | 2336 | DE- |Excella GmbH & |Nurnberger Str.12 90537 |* Thu6c khéng vé trung (hormon va chét cé hoat tinh hormon, d6c t&€ bao/ kim té€ bao, (rc EU-GMP |DE_BY_05_G Co quan thdm quyén Cong b8 thém thudc Opsumit trong pham vi theo GCN GMP duoc cap
024 [Co.KG Feucht, Germany (cach ché& mién dich): vién nang clng, vién nén, vién nén bao phim bao gém thudc Opsumit. MP_2022_0 Dirc (Regierung von va CPP clia thudc Opsumit.
viét khéc: Nurnberger + Chirng nhan 16 094 ~ " Oberfranken), Germany
Strasse 12, 90537 Feucht, |* Ddng gdi so cap (hormon va chat cé hoat tinh hormon, ddc té bao/ kim té bao, trc ché o g
Germany) mién dich): vién nang ctrng, vién nén, vién nén bao phim, vién nang mém. : :
* Dong goi thir cap. E ;
* Kiém tra chat lwgng: hoa/ ly. o -
8 |[3272 | DE- |Biotest AG IndustriestraRe * San pham (khong bao gom xuat xudng): EU-GMP |DE_HE_01_ Co quan c6 tham quyén [B& sung 2 san phdm cu thé theo Annex 8 clia gidy phép san xut cla
069 (Industriestrasse) 14, - Bot va dung moi pha tiém Haemoctin SDH 250; GMP_2024_ buc co'sd.
LandsteinerstralRe - Dung dich tiém truyén Intratect; 0073
(Landsteinerstrasse) 3,5 |- Bot va dung moi pha tiém Haemoctin SDH 500;
va 10, SiemensstraRe - Dung dich tiém tinh mach Pentaglobin; < "
(Siemensstrasse) 7 va 24, |- Dich truyén Biseko; =] =]
63303 Dreieich, Germany |- Dich truyn Albiomin 20%; Y X
(* Cach ghi khac: - Dung dich tiém Fovepta (Fovepta 200 I.E); ,o; :,
LandsteinerstralRe - Dich truyén Cytotect CP Biotest; o o
(Landsteinerstrasse) 5, - Dich truyén Hepatect CP.
63303 Dreieich, Germany)
9 3717 | DE- |Haupt Pharma Schleebriiggenkamp 15, * Thudc khéng vé trung: EU-GMP |DE_NW_05_ Co quan tham quyén Diéu chinh pham vi thém "Vién nén va vién nén bao phim" trong Déng
090 [Minster GmbH 48159 Miinster, Germany |+ Vién nang cl*ng; vién nén va vién nén bao phim (bao gdm cd hormon, chit cé hoat tinh GMP_2024_ buc g6i cap 1 theo dung Gidy chirng nhan
hormon va chét kim t& bao dya trén co ché déi khang hormon (¢ ché sinh tong hop 0044
hormon). < ~
+ Chirng nhan xuat xudng S S
* Dong goi: : :I‘.
+Déng goi cap 1: bao gdbm ca vién nang mém, vién nén va vién nén bao phim (bao gém ca :',' g
hormon, chat cé hoat tinh hormon va chét kim t€ bao dia trén co ché déi khang hormon trc e o
ché sinh téng hop hormon).
+Déng goi cap 2
* Kiém tra chat lwgng: Hoa ly/Vat ly
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ID |TEN CO SO SAN . ) - NGUYEN | GIAYCH. |ncAy |N6AY - . N
STT |ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ﬁiTN CO’' QUAN CAP NOI DUNG PIEU CHINH
10 | 2416 | ES- |Sanofi Aventis, SA |Ctra. C35 La Batlloria a * Thu6c khdng vo trung: Vién nang clng; vién nén, vién nén bao (bao gdm ca thudc chira EU-GMP |NCF/2518/0 Ministry of Health of Diéu chinh s6 gidy chirng nhan, ngay cip va thdi han hiéu lic theo
012 Hostalric, km 63,09, hormon hodc chat c6 hoat tinh hormon trir hormon sinh duc); 02/CAT " " Government of gidy chirng nhan EU-GMP gia han.
17404 Riells | Viabrea * Xuat xudng thudc khong vé trung; S S [cCatalonia, Spain
(Girona hodc Gerona), * Péng gdi so cap Vién nang clirng; vién nén, vién nén bao (bao gdbm ca thudc chira hormon E :
Spain hoic chat c6 hoat tinh hormon trir hormon sinh duc); 2 :
* Péng goi thir cap; © i
* Kiém tra chat lvgng
11 | 2543 | ES- |Laboratorios Ronda de Valdecarrizo, 6, |* Thudc vé trung (bao gébm ca thudc gdy nghién, chat huéng than): EU-GMP |ES/015HVI/2 Agency for Medicines Dinh chinh tén co s& san xuat theo gidy chirng nhan GMP d3 cong bé,
019 |Normon, S.A. Tres Cantos 28760 + Thudc san xuat vo trung: Thudc dong kho; Dung dich thé tich nhd; Thudc cdy ghép va dang 3 and Health Products Thém d&u chdm sau cum tir "S.A"
(Madrid) Espana (Cach ghi |ran: thudc bot pha tiém (bao gom ca chira khang sinh nhém B-Lactam); (AEMPS), Spain
khac: Ronda de + Thudc tiét trung cudi: Dung dich thé tich I&n; Dung dich thé tich nho;
Valdecarrizo, 6, 28760 * Thudc khéng vo trung (bao gébm ca thudc gdy nghién, chat hudng than): Vién nang cirng 4] n
Tres Cantos (Madrid), (bao gdbm ca thudc chira khang sinh nhém B-Lactam); Thudc dung ngoai dang 16ng; Thudc 2. 2.
Spain) udng dang 1dng; Vién nén va vién nén bao phim (chtra khang sinh nhém B-Lactam, thuéc déc SI ﬁl
t& bao/ thudc kim t& bao, hormon va chét cé hoat tinh hormon, thudc mién dich); Vién nén, N 3
vién nén bao phim, vién nén phan tan; Vién bao khéng virut, thudc bt pha hdn dich, thudc
c6m (bao gdm ca thudc chira khang sinh nhém betalactam)
12 [ 2938 | FR- |SANOFI 1051 boulevard Industriel, [* Thu8c vé trung: EU-GMP |2023_HPF_F French National Agency |Diéu chinh hiéu lyc, s6 gidy chirng nhan va ngay cap theo gidy chirng
026 |WINTHROP LE TRAIT, 76580, France [+ Thu8c san xuat vd trung: dung dich thé tich nhé. R_001_P_20 for Medicine and Health |nhan EU-GMP gia han
INDUSTRIE + Xuét xudng 16 25 Products Safety (ANSM),
* Thudc sinh hoc: san pham céng nghé sinh hoc; san pham cé ngudn géc tir ngudi hodc dong 0 N |France
vat; sdn pham mién dich: vic xin bt hoat (chi déng lo vé trung va déng goi). 8‘ 8‘
* Xuat xudng thudc vo trung; san pham céng nghé sinh hoc; sdn phdm cé ngudn géc tir Elr 5
ngudi hodc dong vat; X 3
* Dong goi thir cap;
* Kiém tra chat lugng.
13 | 2754 IN- [Mepro Unit Il, QRoad, Phase IV [* Thu8c khéng vé trung: Vién nang cirng; Vién nén, vién nén bao phim; Thu8c dung ngoai WHO-GMP (23044044 P o |Food and Drugs Control [Dinh chinh t&n co s& san xuat thudc theo dung gidy chitng nhan GMP
063 |Pharmaceuticals |GIDC, Wadhwan, (kem, gel, m&). § § Administration, Gujarat
Private Limited Surendranagar, Gujarat, g g state, India
363 035, India & o
14 [3295( IN- |Gracure E-1105, RIICO, Industrial * Thudc khong vo trung: Vién nang cing; sird udng; hon dich udng; thudc ban rén; vien nén, | EU-GMP |NNGYK/GYS National Institute of Dinh chinh lai ngay cip va GCN GMP theo ding GCN GMP duoc cap.
088 |Pharmaceuticals |Area, Phase-Ill, Bhiwadi, vién nén bao phim, vién nén bao tan trong rudt; bdt pha hdn dich udng. 7/10829- Pharmacy and Nutrition
Ltd. Alwar Distrk.:t, Rajasthan, * Péng gbi so cap: cac dang thudc khong vo tring néu trén 2/2024 (OGYEI), Hungary
301019, India * Déng gbi thit cap
Céc cich ghi khic: * Kiém tra chat lwong:
E-1105, Industrial Area, v
Phase-lll, Bhiwadi, Rajasthan +Visinh: khong v6 tring
301019, India hojc: E-1105, [+ Vat IV/Hoa hoc s ]
Industrial Area, Phase-lll, 2. 2.
Bhiwadi, (Raj.), India S b
hodc: E-1105 RIICO Industrial N )
Area, Phase lIl, Bhiwadi,
Alwar, (Rajasthan), India
hodc: E-1105, Industrial
Area, Phase lll, Bhiwadi,
Alwar District, Rajasthan,
301019, India
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ID |TEN CO SO SAN . ; - NGUYEN | GIAY CH. | NcAy | NCAY - " L
STT (ID CC cT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN cip ﬁi’]l; CO' QUAN CAP NOI DUNG PIEU CHINH
15 [3296 | IN- |Dr.Reddy's Plot No. P1to P9, Phase-lll,  [* Thudc vé trung: EU-GMP |DE_BY_04_G Co quan thdm quyén B6 sung céch ghi khac cla tén va dia chi co s& theo gidy EU-GMP cii
120 |Laboratories VSEZ, Duvvada, + Thudc san xuat vo tring: Thudc déng khd (bao gdm ca thudc chira chat doc té bao/ kim MP_2024_0 Purc d3 tirng cong bé.
Limited. - FTO 7 | Visakhapatnam District, t& bao); Dung dich thé tich nhd (bao gdm ca thudc chira chat doc té bao/ kim té bao). 034
Andhra Pradesh, India- * Thuc khong vé tring:
53?046% T + Vién nang clrng: bao gdm ca thuc chira chat doc té bao/ kim té bao.
(Cach viét khéc cla tén va DR ) R . ) AN N
dia chi co s [3n lwot [3: . +lV|en r'1'en, Vlfn nin ba? ph!r:n: ba,m gom ca_ thuo_(i chira cha}t doc té€ bao/ kim té& bao. 3 9
- Dr. Reddy’s Laboratories Dong gdi so cap: Vién nén, vién nén bao phim; Vién nang cirng; Q Q
Limited hay Dr. Reddy’s * Kiém tra chat lwgng: Vi sinh (V6 trung; Khong vo trung); Héa hoc/Vat ly. g' :'
Laboratories Ltd. (* Block A: Thudc san xudt vd trung: Thudc déng khé, Dung dich thé tich nhd; Thuc khéng g' (LQ
- Formulation Unit -VII, Plot  |vé trling: Vién nang cirng, Vién nén, vién nén bao phim.
No. P1 to P9, Phase-lll, VSEZ, |Block B: Thudc khong v triing: Vién nang clrng, Vién nén, vién nén bao phim).
Duvvada, Visakhapatnam
District 530046, Andhra
Pradesh, India)
16 | 2855 IN- [Dr. Reddy's Survey No. 42p, 43, 44p, * ThuBc khéng vo trung: Vién nang cing; Vién nén, vién nén bao phim. EU-GMP |DE_BY_04_G Co quan thdm quyén B6 sung cach ghi khac cla tén va dia chi co s& theo gidy EU-GMP cii
125 |Laboratories Ltd. - |45p, 46p, 53,54 & 83, * Kiém tra chat lwgng: Vi sinh (khéng vé trung); Hoéa/ly. MP_2022_0 Duc (Regierung von d3 tirng cong bé.
FTO Unit 2 Bachupally Village, 144 Oberbayern), Germany
Bachupally Mandal, Medchal
Malkajgiri District, Telangana
State, 500 090, India
(Céch viét khéc clia tén va
dia chi co s& [an lwot la: ~ n
- Dr. Reddy's Laboratories § §
Ltd. ﬁ‘ :‘
- Formulation Tech Ops I, Ny A
Survey No 42p, 43, 44p, 45p, °© N
46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal,
Medchal Malkajgiri District —
500090, Telangana State,
India)
17 | 3216 IN- |Jodas Expoim Plot no. 55, Phase Ill, * Thu6c vé trung: EU-GMP |FT068/MH/0 National Authority of Dinh chinh tén co s& theo GCN GMP duorc cap
135 |Private Limited Biotech Park, Karkapatla + Thudc san xuat vo trung: Dung dich thé tich nhd (bao gom thudc ung thu); Thudc bdt pha 02/2024 Medicines and Health
Village, Markook Maldal, |tiém chira khang sinh nhém Cephalosporin. Products (INFARMED),
Siddipet District, + Thudc tiét trung cudi: Dung dich thé tich Ién; Dung dich thé tich nhé (bao gdm céc chat < o |Portugal
Telangana, 502279, India  |ung thu). =] S
P PN x - . A . ~ ~
* Thudc khong vo trung (thudc ung thu): vién nang cirng; vién nén; vién nén bao phim. < Ky
* Dong goi: 2 ,o;
+ Dong goi so cdp: Céc thudc khdng vo trung néu trén. - ©
+ Déng goi thir cap: Cac dang thudc vé trung va khong vé trung néu trén.
* Kiém tra chat lwgng: Vi sinh (vO trung va khong vo trung); Héa hoc/vat ly.
18 |[3537 | IN- |M/sDr.Reddy's |Formulation Unit 6, Vill. **Vién nén, vién nén bao phim, vién nang, vi hat, thudc géi, thudc dung ngoai, thudc tiém thé tich nhd| WHO-GMP |HFW-H Health & Family Welfare |Diéu chinh pham vi theo GCN GMP dworc cap va danh muc san pham
194 |Laboratories Ltd. |Khol, Nalagarh Road, * san pham: [Drugs] Department Himachal tai bdo cdo thanh tra
Baddi, Dist. Solan (HP) Cardiopril 2.5 (Ramipril capsules 2.5mg); Exifine (Terbinafine hydrochloride cream 1% w/w); Ibuclin 471/05 Vol- Pradesh, Baddi, Distt.
173205, India (Ibuprofen and Paracetamol tablet's); Ibuclin Junior (lbuprofen and Paracetamol dl.spe.rs!ble.tablets); W <« ~ Solan, India
Ketorol gel (Ketorolac Tromethamine gel 5% w/w); Ketorol (Ketorolac Tromethamine injection USP S =]
1ml); Ketorol Spray (Ketorolac Tromethamine spray 2.0% w/w); Nise (Nimesulide tablets 100mg); ; ;
Potassium nitrate, Triclosan with fluoride medicated oral gel; Exifine plus (Terbinafine hydrochloride g uo.’
and Zinc pyridoxine Shampoo 1% + 1% w/w); Tiacflo (Ticagrelor tablets 90mg); Ibuclin express — —
(Ibuprofen 400mg and Paracetamol 325mg powder for oral solution); Rebaheal (Rebamipide tablets
100mg).
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19

3537

IN-
194

Dr.Reddy’s
Laboratories
Limited (Cach viét
khac: M/s
Dr.Reddy’s
Laboratories Ltd.)

Formulation Unit 6, Vill.
Khol, Nalagarh Road,
Baddi, Dist. Solan (HP)
173205, India

* San pham:

Cardiopril 2.5 (Ramipril capsules 2.5mg); Exifine (Terbinafine hydrochloride cream 1% w/w); Ibuclin
(Ibuprofen and Paracetamol tablets); Ibuclin Junior (Ibuprofen and Paracetamol dispersible tablets);
Ketorol gel (Ketorolac Tromethamine gel 5% w/w); Ketorol (Ketorolac Tromethamine injection USP
1ml); Ketorol Spray (Ketorolac Tromethamine spray 2.0% w/w); Nise (Nimesulide tablets 100mg);
Potassium nitrate, Triclosan with fluoride medicated oral gel; Exifine plus (Terbinafine hydrochloride
and Zinc pyridoxine Shampoo 1% + 1% w/w); Tiacflo (Ticagrelor tablets 90mg); Ibuclin express
(Ibuprofen 400mg and Paracetamol 325mg powder for oral solution); Rebaheal (Rebamipide tablets
100mg).

WHO-GMP

HFW-H
[Drugs]
471/05 Vol-
\Y

16-08-2024

15-08-2027

Health & Family Welfare
Department Himachal
Pradesh, Baddi, Distt.
Solan, India

B6 sung thém cach ghi khac tén cla co s& san xuat theo xac nhan cla

Co quan quan ly.

20

3888

IN-
249

Amneal
Pharmaceuticals
Pvt. Ltd.

Survey No. 168/1/1,
Village-Pipan, Tal.-Sanand,
Dist.-Ahmedabad-382
110, Gujarat, India

Thudc tiém thé tich nhd, thudc tiém thé tich Ion.

San pham:

Levetiracetam 100 mg/mL Solution for Infusion, 5 mL vial;

Levetiracetam Injection USP, 100 mg/mL, 5 mL vial;

Amdron (Zoledronic Acid Injection 4 mg/5 mL, 5 mL vial;

Propofol Injectable Emulsion, USP 200 mg/20 mL (10 mg/mL), 20 mL vial;
Propofol Injectable Emulsion, USP 500 mg/50 mL (10 mg/mL), 50 mL vial;
Amnefol (Propofol Injection BP 1% w/v), 20 mL vial;

Amnefol (Propofol Injection BP 1% w/v), 50 mL glass vial;

Propofol 10 mg/mL MCT-LCT Emulsion for Injection/Infusion, 20 mL vial;
Obrolev Uniflex (Levofloxacin in 5% Dextrose Injection, 5 mg/mL), 50 mL NPVC bag;
10. Levetiracetam in 0.82% Sodium chloride injection 5 mg/mL, 100 mL NPVC bag;
11. Levetiracetam in 0.75% Sodium chloride injection 10 mg/mL, 100 mL NPVC bag;
12. Levetiracetam in 0.54% Sodium chloride injection 15 mg/mL, 100 mL NPVC bag;
13. Levofloxacin in 5% Dextrose Injection, 5 mg/mL, 100 mL NPVC bag;

14. Levofloxacin in 5% Dextrose Injection, 5 mg/mL, 150 mL NPVC bag;

15. Obroneal-NS (Levofloxacin 5 mg/mL Solution for Infusion), 100 mL NPVC bag;
16. Bectaneal (Metronidazole Injection, USP 5 mg/mL), 100 mL NPVC bag;

17. Metronidazole 5 mg/mL Solution for infusion, 100 mL NPVC bag;

18. Paracetamol 1.0% w/v Solution for infusion (10 mg/mL), 100 mL NPVC bag;

19. Linezolid Injection 2 mg/mL, 300 mL NPVC bag;

20. Infusocip (Ciprofloxacin 2 mg/mL Solution for infusion), 100 mL NPVC bag;

21 Fhraneal (Cinrofloxacin 2 me/ml Solution for infusion) 200 ml NPVC hag-
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SR

WHO-GMP

24075094

11-07-2024

10-07-2027

Food & Drugs Control
Administration, Gujarat
State, India

1. Diéu chinh tén, dia chi clia co s& san xuit theo thu xac nhan thay

déi tén va dija chi clia Co quan quan ly.

2. Diu chinh pham vi cong bd: bo sung danh sach san pham (COPP).

21

3902

021

ACS Dobfar S.P.A.

Nucleo Industriale S. Atto
(loc. S. Nicolo' A Tordino) -
64100 Teramo (TE), Italy

* Thu6c vo trung:

+ Thudc san xuat vo trung: Dung dich thé tich nhd; Thudc bdt chira khang sinh nhém
Cephalosporin, Penem; Thudc bot ddng khé chira khang sinh nhém Cephalosporin, Penem
(thuBc déng lo tir bdt nguyén liéu dang déng khé).

* Xuat xudng thudc san xuat vé trung.

* Thu@c khéng vo trung: Vién nén, vién nén bao chira khang sinh nhém Penem.

* Xuat xudng thudc khong vé trung.

* Péng godi so cap: Vién nén, vién nén bao chira khang sinh nhém Penem.

* Péng gobi thir cap.

* Kiém tra chat lwgng: Vi sinh (vo trung/khong vé trung); Héa hoc/Vat ly; Sinh hoc.

EU-GMP

IT/19/H/202
5

28-02-2025

13-12-2027

Italian Medicines Agency
(AIFA)

B& sung pham vi "Thuéc bot déng khé chira khang sinh nhém
Cephalosporin, Penem (thudc déng lo tir bot nguyén liéu dang déng
kho)" theo dung gidy chirng nhan GMP va tai liéu k§ thuat do Cong ty

cung cép.

22

3907

083

NERPHARMA
S.R.L.

VIALE PASTEUR, 10 (loc.
NERVIANO) - 20014
MILANO (M), Italy (Cach
ghi khac: Viale Pasteur,
10, 20014 Nerviano (Ml),
Italy)

* Thudc vé trung:

+ Thu8c san xuat vé trung: dung dich thé tich 1&n; Thudc déng khd (Thudc déc té bao/thuéc
kim t& bao); dung dich thé tich nhd (Thudc ddc t& bao/thudc kim té bao).

+ Thudc tiét trung cudi: Dung dich thé tich nhé (Thudc doc té bao/thudc kim té bao).

+ Xudt xudng 16.

* Thu6c khdng vo trung: Vién nang cing (Thudc doc té bao/thudc kim té bao); Vién nén
(Thudc doc té bao/thudc kim té bao).

* Péng gbi cap 1: Vién nang clng (Thudc doc té bao/thudc kim té bao); Vién nén (Thudc doc
t€ bao/thudc kim té bao).

* Péng goi cap 2.

* Kiém tra chat lwgng: Vi sinh: V6 trung; Vi sinh: Khong vo trung; Héa hoc/Vat ly; Sinh hoc
(LAL test)

EU-GMP

IT/251/H/20
24

10-12-2024

13-09-2027

Italian Medicines Agency
(AIFA)

B6 sung céch ghi dja chi theo tai liéu cong ty cung cap.

Danh sach co s& duoc Diéu chinh ndi dung da céng bé
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ID |TEN CO SO SAN . ) - NGUYEN | GIAYCH. |ncAy |N6AY - . N
STT |ID CC cT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ﬁiTN CO’' QUAN CAP NOI DUNG PIEU CHINH
23 [ 3550 | KR- |Samsung Biologics [300, Songdo bio-daero, * Thu6c tiém: san pham téi t6 hgp; vaccine. PIC/S-GMP|2023-D1- Gyeongin Regional Ofice |Diéu chinh cach ghi dia chi clia co s& san xuat (thém m3 s& buu dién)
107 |Co., Ltd Yeonsu-gu, Incheon, * Kiém tra chat lwgng: Hoa hoc/Vat ly; Vi sinh (khdng vé truing), vo trung. 2121 of Food and Drug Safety, [theo CPP.
Republic of Korea (cach y 9 |MFDS, Korea
ghi khac: 300, Songdo Bio- 8 8
Daero, Yeonsu-Gu, 3 3
Incheon, 21987, Republic X b
of Korea)
24 | 3805 | PL- [Pharmaceutical 21 Wincentego Pola * Thudc khéng vo trung: Vién nén, vién nén bao phim, vién nén bao dudng (bao gdm ca EU-GMP |ISF.405.137. Chief Pharmaceutical B& sung thém cach ghi tén va dia chi clia co s& san xuét bang tiéng
035 |Works Jelfa S.A.  |Street, 58-500 Jelenia thuéc chira steroid). 2024.1P.1 < ~ |Inspectorate, Poland Anh theo ban dich ti€ng Anh cla gidy GMP duwgc HPHLS.
(Tén Ba Lan: Gora, Poland (*Cach ghi  |* Ddng géi so cap: Vién nén (bao gdm ca thudc chira steroid). WTC/0036_ S S
Przedsiebiorstwo |khéc: ul. Wincentego Pola [* Déng géi thir cap. 01_02/256 § %
Farmaceutyczne |21, 58-500 Jelenla Géra, * Kiém tra chat lwong: <+ o
JelfaS.A) Poland) - Vi sinh: khéng vo trung. o ©
- Hoa hoc/vat ly.
25 | 3809 | RO- |Arena Group S.A. |Bd. Dunarii nr.54, Oras * Thudc khéng vo trung: EU-GMP (001/2025/R National Agency for Diéu chinh Iam rd pham vi chirng nhan vién nén (bao gdm ca thudc
011 |Tén cii: S.C Arena |Voluntari, Jud. lifov, cod + Vién nang clrng (bao gdm ca thudc chira khang sinh penicillin, cephalosporin). (o] Medicines and Medical |[chtta corticosteroid) theo gidy phép san xudt va tai liéu ki thudt do
Group S.A. 077190, Romania (Cach ghi + Dang bao ché rén khéc: vién nén bao phim, vién nén bao. Devices (NAMMD), Cong ty cung cap.
khac: 54 .Dunarii _BW’ + Vién nén chira (bao gdm ca thudc chira corticosteroid) Romania
Voluntar, lifov district, * Chirng nhan 16 (batch certification): thu6c vé trung, thudc khéng vé trung.
077910-Romania / Bd. * Déing g § g g g
Dunarii nr.54, Voluntari, llfov . ~ I
district, 077190, Romania / + Ddbng goi so cap: Vién nang cirng (bao gdm ca thudc chira khang sinh penicillin, 8‘ 8‘
B-dul Dunirii, Nr. 54, Oras | cephalosporin); dang bao ché rdn khac (vién nén bao phim, vién nén bao); vién nén (bao eHn eHn
Voluntari, Jud. Iifov, cod gdm ca thudc chira corticosteroid)
077190, Romania / 54 + Déng goi thir cap.
Dunarii Bd., Voluntari City, * Kiém tra chat lwgng: Hoa/ly.
lifov County, code 077910,
Romania)
26 | 3675 | TH- [PoliPharm Co., Ltd [109 Soi Wat Bang Phli Yai |* Thu8c khéng vé trung: vién nén, vién nén bao phim, vién nang cttng, thudc bét, thudc udng [PIC/S-GMP|1-2-07-17- Food and Drug Piéu chinh theo dung Gidy chirng nhan GMP:
021 Nai, Bangna-Trad Road,  [dang long, thudc dang Idng duing ngoai, thudc dang béan ran. 24-00014 Q 9 |Administration (Thai - B8 sung cac pham vi vién nén, vién nén bao phim, vién nang ciing,
Moo 12, Bang Phli Yai, * Xuét xuwdng 16. 8. 8. FDA), Thailand thudc bét, thudc ung dang 16ng, thuc dang 16ng dung ngoai, thudc
Bang Phli, Samut Prakan  [* Déng géi so cap: céc thudc khdng vo trung néu trén. $ $ dang bén ran;
10540, Thailand * Péng goi thir cap. IN] < - Tén nha may tlr Polipharrm Co., Ltd. thanh Polipharm Co., Ltd.
* Kiém tra chat lwgng: Vi sinh: khong vo triing; Hoa hoc, vat Iy.
27 | 2651 TR- |SANTA FARMA Kocaeli, Gebze V (Kimya) [* Thudc khong v6 trung: EU-GMP |530-10/22- Agency for Medicinal 1. Binh chinh dia chi theo dung gidy chirng nhan GMP.
011 |iLAG SANAYii Ihtisas OSB Erol Kiresepi  [* Vié"lna"‘g clng; ) ) ) ) 05/06; 381- Products and Medical 2. Lam r& pham vi thu8c kem (bao gdm thudc chira hormon cortisone)
ANONIM SIiRKETi [Cad. No:8, 41455 Dilovasi - *Th_‘Jéc ding nlgoéj dar?g 1ng: thude xit; thuSe nhé mi; thude nho tai; thudc xit mii (chia hormon 13-08/243- Devices (HALMED), theo tai liéu ki thuat Cong ty cung cap.
KOCAELI, Turkey céch viét f‘;?:::zg::g:ﬂ‘:;:g‘egio dung dich; 23-10 Croatia
kh_ac: Koca(?ll, Gebze v +Thuéc c6m; th.ué'c pellet; th'uc‘ic bét-ph; dung dich-hén dich uéng;
(Kimya) Ihtisas OSB Erol +Thudc ban rén: Thuéc m&; thudc kem (bao gdm thudc chira hormon cortisone); gel; lotion;
Kiresepi Cad. No:8, +Vién nén, vién nén bao phim. on "
Dilovasi - KOCAELI, Turkey [* pgng géi so céip: § §
+ Vién nang cing; < N
+Thu8c dung ngoai dang 1dng: thudc xit; thuSc nhé mili; thudc nhé tai; thudc xit mii (chira hormon E E
Cortisone); nudc stic miéng; - -
+Thu8c udng dang 16ng: Sird; dung dich;
+Thudc c8m; thudc pellet; thudc bot pha dung dich-hdn dich udng;
+Thudc béan rén: Thusc m&; thudc kem (bao gom thudc chira hormon cortisone); gel; lotion;
+ Vién nén, vién nén bao phim.
* Péng goi thit cap
* Kiém tra chat lwgng: Vi sinh (khéng vé trung); Héa hoc/Vat ly.
28 [ 3935 TR- |Recordatillag Cerkezkoy Organize * Thuéc khdng vé trung: Siro; H6n dich xit mi; Dung dich xit ngoai da PIC/S-GMP |TR/GMP/20 Medicines and Medical ~ [Dinh chinh tai liéu ddnh gia GMP la PIC/S-GMP theo gidy chirng nhan
022 [San. Ve Tic. A.$ Sanayi Bolgesi, Karaagag 24/119 < o |Devices Agency of d3 cép.
(Cach viét khac:  [Mah. Atatiirk Caddesi No: S S [Turkiye
Recordati ilag 36 Kapakli/Tekirdag, g :‘:
Sanayi ve Ticaret |Turkey : g
Anonim Sirketi) © i

Danh sach co s& duoc Diéu chinh ndi dung da céng bé

Trang6/7

Dot 46



STT

ID CC

CT

TEN CO’ SO’ SAN
XUAT

PIA CHI

PHAM VI CH’NG NHAN

NGUYEN
TAC GMP

GIAY CH.
NHAN

NGAY
CAP

NGAY
HET
HAN

CO QUAN CAP

NOI DUNG PIEU CHINH

29

3818

TR-
033

Deva Holding A.S.

Dumlupinar Mah. Ankara
Cad. No.2 Kartepe
Kocaeli, Turkey

*Thudc v trung:

- Thudc san xuét vé tring

+ Thudc vé trung dang 1dng thé tich 1én: dung dich tiém truyén.

+Thudc dong khd: thubc bot dong khd pha dung dich tiém/truyén/hén dich tiém.

+Thudc vo trung dang 1dng thé tich nhd: Dung dich tiém/truyén; Thudc nhd mét (dung dich/nhii
dich/hdn dich/lotion), Dung dich nhd tai, Dung méi hoan nguyén; Nhii dich tiém/truyén; Hon dich
tiém; Dung dich khi dung; hdn dich khi dung.

- Thudc tiét trung cudi

+ Thudc vé trung dang 1dng thé tich 1én: dung dich tiém truyén.

+ Thudc vé trung dang 1dng thé tich nhé: dung dich tiém/truyén; dung méi pha tiém.

+ Céc thudc san xudt vé trung khac: dung dich khi dung.

* Xuat xudng 16. Xuat xudng 16 theo hinh hinh thirc Parametric Release:: Bactrim 400/80mg .V,
Biteral 500mg/3ml I.V, Kemoset 4mg/2ml |.M/I.V, Kemoset 8mg/4ml |.M/I.V, Furomid 20mg/2ml
1.M/1.V, Spazmol 20mg/ml 1.M/1.V/S.C, Hepargrizovim .M, Ciflosin 200mg/100ml L.V, Ciflosin
400mg/200ml L.V, Floxilevo 500mg/100ml IV, 0,5% Lidokain HCl 4ml, 1% Lidokain HCI 2ml, Tilcotil
20mg/2ml IM/IV, Cefaks 250mg IM/IV, Cezol 250mg IM/IV, Cezol 500mg IM/IV, Devapen 400 IM va
800 IM, Devasid 0.5g IM/IV, Desavid 1g IM/IV, Cezol 1g IM/IV, Adrimisin 10mg, Puricin 10mg, Desefin
0.5g IV, Cefaks 750mg IM/IV, Desefin 1g IV.

* Péng goi: bao bi thir cap

* Kiém tra chat lwgng: Vi sinh (vo trung/khdng vé trung); Héa ly; Vat ly

PIC/S -
GMP

TR/GMP/20
23/46

02-02-2023

16-06-2025

Turkish Medicines and
Medical Devices Agency
(TMMDA)

Dinh chinh tén co s& san xuat theo dung gidy chitng nhan GMP.
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