Phu luc 11

DANH SACH CO’ SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NUWO'C NGOAI PAP NG GMP PU'Q’C PIEU CHINH NOI DUNG PA CONG BO TU PO'T 1 PEN POT 47

Dot 48
( Kém theo cbéng vdn sé 4050 /QLD-CL ngay 14/11/2025 ctia Cuc Qudn ly Dwoc )
ID |TEN CO'SO SAN : ) A NGUYEN | GIAY cH. |NeAy | ooY o A N
STT (ID CC CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHI;\N CAP oy CO QUAN CAP NOI DUNG DIEU CHINH
1 |[3262| CH- |F. Hoffmann-La |Kaiseraugst - Herstellung, |* San xuét thudc vé trung: Twong |GMP-CH- Swiss Agency for Diéu chinh cach ghi pham vi chirng nhan theo pham vi trong GCN
006 |Roche AG (Cach [Verpackung und Prufung |+ Thudc san xuat vo trung: Thudc déng khé; Dung dich thudc tiém thé tich nhod; San pham khac: Thuéc bot Rocephin. duwong EU-[1005823 Therapeutic Products  |GMP va CPP.
viét khac: F. von Arzneimitteln, + Thudc tiét trung cudi: Dung dich thudc tiém thé tich nhé. GMP < o |(Swissmedic)
Hoffmann-La Wurmisweg, 4303, * San xuat thuéc khdng vo trung: Vién nang cieng; Vién nén; Bot pha dung dich udng. S S
Roche Ltd.,) Kaiseraugst, Switzerland |* San xuat thudc sinh hoc: Sdn pham céng nghé sinh hoc. S :
(* Cach viét khac: * Xuat xwdng 16: Thubc vd trung; Thudc khéng vo trung; Thudbc sinh hoc. 2 E
Wurmisweg, 4303 (hodc |[* Ddng gbi so cap: Vién nang cing; Vién nang mém; Vién nén; Bot pha dung dich uéng. « «
CH-4303), Kaiseraugst, * PAng goi thir cap.
Switzerland) * Kiém tra chat lugng.
2 | 2731 DE- |Haupt Pharma Donaustaufer Strasse * Thu6c khdng vo trung (bao gdbm ca khang sinh, thudc kim té€ bao, thudc doc té bao; thuéc chira hormon hodc hoat chat ¢6 | EU-GMP |DE_BY_05_ Co quan thdm quyén Diéu chinh thanh Strasse/StraBe (cach ghi theo tiéng Anh/tiéng Drc)
002 |Amareg GmbH (hodc Strape) 378, 93055 |hoat tinh hormon; thudc (rc ché mién dich): Vién nang cirng, thudc nuwdc dung ngoai, thudc ban ran, thudc dit, vién nén, GMP_2022_ Purc trong dia chi co s& sdn xuat cong bé theo gidy chirng nhan GMP.
Regensburg, Germany vién nén bao. 0074 ~ "
* Xuat xwdng thudc khéng vé trung. S S
* Dong gai so cap (bao gdbm ca khang sinh, thudc kim té bao, thudc doc té bao; thudc chira hormon hodc hoat chat cé hoat ; g
tinh hormon; thudc &rc ch& mién dich): Vién nang cirng, thudc nwdc dung ngoai, thudc ban ran, thudc dit, vién nén, vién = R
nén bao.
* Déng gdbi thir cap.
* Kiém tra chat lwong: Vi sinh (Khdng vo trung); Héa/ly.
3 |3962| DE- |HauptPharma Donaustaufer StraBe 378, |* Thudc khéng vd trung (bao gdm ca khang sinh, thudc kim té bao, thudc ddc té bao; thudc chira hormon hodc hoat chdt c6 | EU-GMP |DE_BY_05_ Co quan thdm quyén B6 sung cach ghi khac cta dia chi co s& san xuat (can clr theo tai liéu
002 |Amareg GmbH  [93055 Regensburg, hoat tinh hormon; thuéc (rc ché& mién dich): Vién nang cirng, thuéc dang |dng dung ngoai, thuéc uéng dang 16ng, thudc ban GMP_2025_ Dlrc hudng dan ctia EMA).
Germany (Cach ghi khac: |ran, vién nén, vién nén bao phim 0010 " ~
Donaustaufer Strasse * Xuat xudng thuéc khéng vé trung. S S
378, 93055 Regensburg, |[* Déng gbi so cap (bao gbm ca khéang sinh, thudc kim té bao, thuéc doc té bao; thuéc chira hormon hodc hoat chat cé hoat 3 ‘,\\"
Germany) tinh hormon; thudc &rc ch& mién dich): Vién nang cirng, thudc dang 16ng dung ngoai, thudc udng dang 1dng, thudc ban ran, ,O\' @
vién nén, vién nén bao phim ~ ~
* Dong gai thir cap.
* Kiém tra chat lwong: Vi sinh (Khdng vo trung); Héa/ly.
4 | 2336 DE- [Excella GmbH & |Nurnberger Str.12 90537 |* Thuéc khéng vé trung (hormon va chat cé hoat tinh hormon, ddc t& bao/ kim t& bao, trc ché mién dich): vién nang cing, | EU-GMP [DE_BY_05_ Co quan thdm quyén Diéu chinh pham vi (b sung thudc Uptravi) theo CPP nép tai ho so
024 |Co.KG Feucht, Germany (cach vién nén, vién nén bao phim bao gbm thuéc Opsumit, Uptravi. GMP_2022_| " Plrc (Regierung von
viét khac: Nurnberger + Chirng nhan 16 0094 S S |Oberfranken), Germany
Strasse 12, 90537 Feucht, |* Déng gdi so cap (hormon va chat cé hoat tinh hormon, déc t& bao/ kim té& bao, trc ché mién dich): vién nang clrng, vién : :
Germany) nén, vién nén bao phim, vién nang mém. : ;
* Dong gai thir cap. ~ -
* Kiém tra chat lwong: hda/ ly.
5 |3967| DE- |Abbott Werk Neustadt, Justus-  |[* Thuéc khdng vé trung: vién nang cirng. EU-GMP |DE_NI_02_G Co quan thdm quyén B6 sung thém céch ghi dia chi co s& sdn xuat (2 cach ghi cta cung
040 |Laboratories von-Liebig-Strafe 33, + Xuat xudng: vién nang cirng; vién nang mém; thudc cém. MP_2024 0 buc dia chi san xuat theo xdc nhan cla co quan Thanh tra thwong mai
GmbH 31535 Neustadt am * Thu6c sinh hoc: thudc cé ngudn géc tir ngudi hodc ddng vat. 027 S N nha nudc cda dia phwong)
Riibenberge, Germany |+ Xuat xwdng: thudc c6 ngudn géc tir ngwdi hodc déng vat. 8 8.
(Cach ghi dia chi khac:  |* Déng géi: 2 3
Justus-von-Liebig-StraBe |+ Ddng goi so cap: vién nang cirng. S a
33, 31535 Neustadt, + Péng goi thi cip: vién nang clirng.
Germany) * Kiém tra chat lwgng: Vi sinh (khdng vo trung); Héa hoc/ vat ly; Sinh hoc.
6 | 4107 | ES- |Labiana ¢/ Casanova, 27-31, * Thu6c vo trung: EU-GMP [NCF/2517/0 Ministry of Health of Diéu chinh theo dling thdng tin trén GCN GMP cdp nhét.
025 |Pharmaceuticals, |08757 Corbera De + Thudc sdn xuat vd trung: Thudc dong kho (chira hormon hodc chat cé hoat tinh hormon); Dung dich thé tich nhé (chira 02/CAT Government of
SLU Llobregat (Barcelona), hormon hodc chat ¢6 hoat tinh hormon). Catalonia - Spain
Spain + Thudc tiét trung cudi: dung dich thé tich I&n; dung dich thé tich nhé.
* Thudc khdng vé trung: Vién nang cing; Thudc dung ngoai dang l6ng (chira hormon hodc chat ¢ hoat tinh hormon); 9Q 9
Thudc udng dang 1&dng (chra hormon hodc chat cé hoat tinh hormon); cac dang bao ché ran khéc; vién nén, vién nén bao 8 8
phim, vién nén bao duong. 8 3
* Xuat xwdng 16 thudc vo trung, thudc khdng vé tring. 3 S
* Dong goi:
+Ddng gdi so cap: vién nang cirng, thudc dung ngoai dang 1dng, thudc udng dang 1dng, cac dang bao ché ran khac, vién
nén.
+Podng gbi thir cap.
7 |4115| FR- [Pharma Zone Industrielle, Chemin [* Thu6c khong vé trung: thudc dung ngoai dang 1&ng; thudc udng dang 16ng; thudc dang ban ran (kem, gel, m&) EU-GMP |2025_HPF_F( ~ French National Agency |Diéu chinh lai cach ghi dia chi (b8 sung cach ghi khac) theo cac dot
021 |Developpement |de Marcy, Corbigny, R_026 S S |for Medicines and d3 cdng bé.
58800, France (Cach ghi 3 E Health Products Safety
khac: Chemin de Marcy, i ; (ANSM)
Corbigny, 58800, France) e ~
8 |3986| FR- |Astrea Fontaine |Site De Fontaine, Rue Des |* Thu6c khéng vo trung: Vién nang cirng; vién nén; vién nén bao phim. EU-GMP (2025 HPF _F French National Agency |B& sung thém cach ghi dia chi co s& san xuat (2 cach ghi clia cling
030 Pres Potets, Fontaine Les [+ Xuat xu&ng Thudc khoéng vo trung. R_035 9Q N |for Medicines and dia chi san xuat theo xac nhan cta Toa thj chinh dia phuong)
Dijon, 21121, France * PAng gai so cap: Vién nang cirng; vién nén; vién nén bao phim; vién nang mém. 8 8 Health Products Safety
(cach ghi khdc: Rue Des  |* Péng géi thir cap. 8 °c3 (ANSM)
Pres Potets, Fontaine Les |* Kiém tra chat lwgng: vi sinh (khdng vétrung); Hoa hoc/ Vat ly. Q 9
Dijon, 21121,France)
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ID |TEN CO SO SAN : . A NGUYEN | GIAY CH. |NGAy | NGAY . A o
STT (ID CC CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHI;\N CAP ﬁiTN CO QUAN CAP NOI DUNG DIEU CHINH
9 |3364| GR- [Uni-Pharma Building A And B, 14th * Thudc vo trung: EU-GMP (122429/ 19- National Organization |B& sung cach ghi dia chi da dugc cong b tredc dé theo tai lidu
019 (Kleon Tsetis Km Athina Lamia + Thu6c san xuat v trung: Dung dich thé tich nho; 12-2023 for Medicines (EOF), Céng ty cung cap.
Pharmaceutical [National Road 1, Kifissia, + Thudc tiét trung cudi: Dung dich thé tich nhd (bao gdbm thudc nhé mat, thudc xjt miii, thudc dang syringe déng san); S 9 |Greece
Laboratories S.A. [145 64, Greece (Cach ghi [* Thuéc khdng vé trung: Vién nang clrng; vién nang mém; thuéc dung ngoai dang 1dng (bao gdm lotion); thuéc dang 1dng 8 8
khac: 14th km National  |(dung dich, si rd, hdn dich, thudc nho giot); thudc bdt udng (bao gom thudc bét sui bot, si ro khd); dang bao ché ban ran S :
Road 1, Building A and (kem, gel, m&); thuéc dan; vién nén (bao gdbm vién nén sli bot, vién nén bao, vién nhai, vién ngadm). P 3
Building B, Kato Kifisia
Attiki, 14564, Greece)
10 | 3991 | HR- |KRKA-FARMA Vedeslava Holjevca 20/e, |* Thudc khdng vé trung: EU GMP |UP/I-530- Agency For Medicinal  |Diéu chinh: thém cach ghi dia chi khac cla co s& sdn xuat (theo xac
003 (d.o.o. Jastrebarsko, 10450, - Vién nén, vién nén bao phim, vién nang cirng (thuéc diéu tri ung thu va diéu hoa mién dich). 10/22-03/21 o © Products and Medical nhan cla co quan cé tham quyén)
Republic of Croatia (Cach |- Xuat xwdng 16. 8 S |Devices, Republic of
viét khac: V. Holjevca * Péng goi: ; : Croatia
20/E, Jastrebarsko, +Ddng gdi so cap: Vién nén, vién nén bao phim, vién nang cirng (thudc diéu tri ung thw va diéu hoa mién dich). 2 i
10450, Republic of +Dodng gdi thir cap. « -
Croatia). * Kiém tra chat lugng: Vi sinh (thudc khéng vé trung); Hoa hoc/ vat ly.
11 | 3366 | HR- |Pliva Croatia Prilaz baruna Filipovi¢a * Thu6c vo trung: EU-GMP (530-10/23- Agency for Medicinal BS sung pham vi thudc v trung theo GCN GMP do Co quan quan ly
004 |[Limited (Pliva 25, 10000 Zagreb, + Thu6c san xuat vo trung: Thudc déng khd, thudc dang 1dng thé tich nhd (bao gdm ca thudc chira hormon, hoat tinh cao). 07/06; 381- Products and Medical |Croatia cap.
Hrvatska d.0.0.) |Republic of Croatia (hodc [+ Thudc tiét tring cudi: Thudc dang I6ng thé tich nho (bao gdm ca thudc chira hormon, hoat tinh cao). 13-08/310- Devices (HALMED),
Prilaz baruna Filipovica  |* Thu6c khéng vé trung: 24-08 Croatia
25, Zagreb, Grad Zagreb, [+ Vién nang cirng (bao gdbm ca thuéc chira hormon, hoat tinh cao)
10000, Croatia hodc Prilaz |+ Thudc dang ban ran (bao gdbm ca thudc chira hormon, hoat tinh cao)
baruna Filipoviéa 25, + Vién nén (bao gbm ca thuéc chira hormon, hoat tinh cao)
Zagreb, Grad Zagreb, + Vién nén bao phim (bao gbém ca thuéc chira hormon, hoat tinh cao) < ©
10000, Republika + Thudc bot pha hdn dich udng, thudc cdm pha hdn dich udng (bao gdm ca thudc chira hormon, hoat tinh cao). S S
Hrvatska) * S&n xuat va xuat xudng thudc sinh hoc: Thudc cdng nghé sinh hoc, céc thudc sinh hoc khéc. :‘: g
* Xuat xwdng thudc vd trung va khdng vo trung. I =
* Dong goi so cap: - ~
+ Vién nang cing (bao gdm ca thudc chira hormon, hoat tinh cao)
+ Thu8c dang ban ran (bao gdbm ca thudc chira hormon, hoat tinh cao)
+ Vién nén (bao gbm ca thuéc chira hormon, hoat tinh cao)
+ Vién nén bao phim (bao gbm ca thuéc chira hormon, hoat tinh cao)
+ Thudc bdt pha hdn dich udng, thudc cdm pha hdn dich udng (bao gdm ca thuéc chira hormon, hoat tinh cao).
* Dong gai thir cap.
* Kiém tra chat lwgng: Vi sinh (v6 trung va khéng v trung); Hoa hoc/Vat ly; Sinh hoc.
12 | 3526 | HU- [Medi- Site 1. Szamos Utca 10-  [* S3n xut, xuat xwdng, déng gdi thir cip thudc phdng xa vo trung: EU-GMP [NNGYK/GYS | |National Institute of Dinh chinh cach ghi dia chi va co quan cap gidy chirng nhan.
011 |Radiopharma Ltd. |12, Erd,2030, Hungary + Thudc sdn xuat vd trung: Thubc déng kho, dung dich thé tich nhd, Kit chan dodn Technetium. 7/28972- S S |Pharmacy and Nutrition
(Cach ghi khac: + Thudc tiét trung cudi: Dung dich thé tich nhd; Kit chdn dodn Technetium. 7/2024 E 3 (OGYEI), Hungary
Medi- * Kiém tra chat lwvgng: Hod hoc/vat ly. i 3
Radiopharma Kft.) o o
13 | 3093 | ID- |PT. Fresenius JI.Raya Simpang No.383, |Thudc khdng vo trung Non Betalactam: Vién nén, vién nén bao PIC/S-GMP|PW- National Agency for Dinh chinh cach ghi dia chi co s& sdn xuat theo gidy chirng nhan
014 |Kabi Combiphar |Kelurahan Kertajaya, S.01.04.1.3. Drug and Food Control |GMP d3 cap.
Kecamatan Padalarang, 331.07.22- (NADFC), Indonesia
Bandung Barat Regency, 0080 N N
West Java province, 8 8.
40553, Indonesia (cach o 'o\l
ghi khdc: JI.Raya Simpang S =
No.383 Padalarang,
Cimahi, Jawa Barat,
Indonesia)
14 | 3449 IE- |PfizerIreland Grange Castle Business * Thu6c vo trung: EU GMP |34169/M11 Health Products 1. Piéu chinh thém 1 cach ghi khdc Tén co s& san xuét, va ngay cap
006 |Pharmaceuticals [Park, Clondalkin, Dublin |+ Thudc san xuat vo trung: dung dich thé tich nhé (bom tiém déng san) 173/00001 Regulatory Authority GCN (theo gidy chirng nhan GMP d3 cap);
Unlimited 22, D22 V8F8 Ireland + Xuat xudng (HPRA), Ireland 2. B6 sung 01 céch ghi khac dia chi san xuét (theo xac nhan cla co
Company (Tén (cach ghi khéac: Grange * Thudc sinh hoc: quan c6 thdm quyén cap).
khac: Pfizer Castle Business Park, + Thudc mién dich (dang bom tiém déng san) (1)
Ireland Nangor Road, Dublin 22, |+ Thudc cdng nghé sinh hoc (2) v ©
Pharmaceuticals) |D22 V8FS, Ireland; + Xuat xudng 8 8
Grange Castle Business  [* Kiém tra chét luvong: 3 o
Park, Clondalkin, Dublin  |N&i dung lam ro: Q 3
22, Ireland) (1) Lién quan dén san xuat vac xin cong hop cd tap nhiém thap, ban thanh pham va thanh pham (Bom tiém déng san thudc)
(2) Lién quan tdi viéc bao quan ngan hang té bao va lién quan tdi san xuat cac hoat chat sinh hoc s&t dung cdng nghé té bao
clia dong vat ¢ vu, sy tach chiét/tinh ché va bao ché dwdi dang ban thanh phadm tap nhiém thap. Viéc bién d6i cac hoat
chat sinh hoc (pegylation) cling thudc pham vi nay.
15 |3019| IE- | MSD Dublin Road, Carlow, Co. |* Thudc vé trung: (khdng bao gdbm déng géi thi cap va xuat xwdng): EU-GMP |(33443/M11 Health Products Piéu chinh tén MSD International GmbH T/A MSD Ireland
020 |International (hoac County) Carlow, + Thudc sdn xuat vo trung: Dung dich thé tich nho, Ta chat Nhém phosphate cho cac cdng doan san xuat ti€p theo. 312/00001 Regulatory Authority, [(Carlow)(Céach ghi khac: MSD Ireland hodc MSD International GmbH)
GmbH T/AMSD |[Ireland (Cach ghi khac: * Ché& pham sinh hoc: San pham mién dich, S&n phdm cdng nghé sinh hoc. - © Ireland va dia chi: Dublin Road, Carlow, Co. (hoac County) Carlow, Ireland
Ireland Dublin Road, Carlow, R93 S S (Cach ghi khac: Dublin Road, Carlow, R93 KF74, Ireland) theo Gidy
(Carlow)(Cach ghi [KF74, Ireland) ,‘\\" 2 chirng nhdn GMP do co quan quan ly Health Products Regulatory
khac: MSD 3 3 Authority, Ireland c3p.
Ireland hoac MSD - ~
International
GmbH)
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ID |TEN CO SO SAN : . A NGUYEN | GIAY CH. |NGAy | NGAY . A o
STT (ID CC CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHI;\N CAP ﬁi’; CO QUAN CAP NOI DUNG DIEU CHINH
16 |2863| IN- |M/sDr.Reddy's |Formulation Unit6, Vill. |* Thudc vo trung: EU-GMP [002/2023/R National Agency for B6 sung thém cach ghi tén co s& san xuét.
004 |Laboratories Ltd. [Khol, Nalagarh Road, + Thudc tiét trung cudi: dung dich thé tich nhé. o] Medicines and Medical |Cu th&: M/s Dr. Reddy's Laboratories Ltd. (Cach viét khdc: Dr.
(Cach viét khac:  |Baddi, Dist. Solan (HP) * Thu6c khdng vé trung: Devices (NAMMD), Reddy’s Laboratories Limited.)
Dr. Reddy’s 173205, India +Vién nang cirng; cac dang bao ché ran khac; vién nén, vién nén bao phim; bot pha dung dich udng. Q ¥ |Romania
Laboratories + Dang bao ché& ban ran (m&, kem, gel) g g
Limited.) + Khac: vi hat/ vién nang chia vi hat. S 8.
* Pong goi: ~N a
+Ddng gdi so cap: tat ca cac dang bao ché thudc khdng vo trung trén.
+Dodng gdi thir cap.
* Kiém tra chat lugng: vi sinh (vo trung, khoéng v trung); Héa hoc/ Vat Iy.

17 | 4150 IN- |Hetero Labs VILLAGE, JADCHERLA Azacitidine For Injection 100 mg/ vial, Bendamustine Hydrochloride For Injection 100 mg, Bendamustine Hydrochloride For Injection 100 mg/vial, |WHO-GMP|L.Dis.No:182 Drugs Control B6 sung thém cach ghi dia chi co s& san xuat theo xac nhan cua Co
034 |Limited MANDAL, Bendamustine Hydrochloride For Injection 25 mg/vial, Bortezomib For Injection 3.5 mg, Bortezomib Injection 3.5 mg/ vial, Cabazitaxel 10 mg/ml 635/T5/2025 Administration, quan quén ly c6 tham quyén Drug Control Administration,
MAHABUBNAGAR Co_nce.ntrate For Solution For Infusion (60 mg/6m_|), C?ba%itaxel Injection 60 mg/1.5 mL, Cabazitaxgl Injfacti_on 60mg/1.5mL (40mg/mL), Carbo.platir_1 Government of Government of Telangana, India.

Injection 10 mg / mL (450 mg / 45 ml), Carboplatin Injection 10 mg / mL (50 mg / 5 mL), Carboplatin Injection 10 mg/ mL (150 mg/ 15 mL), Cisplatin ’
DISTRICT, PINCODE Injection 50 mg/50 mL, Cisplatin Injection 100 mg/100 mL, Decitabine 50mg Powder For Concentrate For Solution For Infusion, Decitabine For Telangana, India
509301, TELANGANA Injection 50mg/vial (20mL), Docetaxel Injection 20mg/mL, Docetaxel Injection 160 mg / 8 mL, Docetaxel Injection 80mg/4mL, Docetaxel Injection
STATE,INDIA USP 160mg/8mL, Docetaxel Injection USP 20mg/mL, Docetaxel Injection USP 80mg/4mL, Doxorubicin Hydrochloride Liposome Injection 20mg/10ml
UNIT-VI, SY.NO.410-411, (2mg/ml), Fluorouracil Injection 250 mg/ 5 mL, Fluorouracil Injection 500 mg/10mL, Fluorouracil Injection BP 250 mg/5mL, Fluorouracil Injection BP
TSIIC FORMULATION SEZ, 500 mg/lOmL,.Ger.nutablne.For_Injectlon 1090 mg, G(_emc!tablne Fo_r In!ectlon 1000 mg/\.nal,.Gematab.me_For Injection 1g, Gemc_|tab.|ne Fc_>r In.Ject|on
200 mg, Gemcitabine For Injection 200mg/vial, Gemcitabine For Injection USP 1g, Gemcitabine For Injection USP 200 mg, Gemcitabine Injection
POLEPALLE VILLAGE, USP 1000 mg/ vial, Gemcitabine Injection USP 200 mg/vial, Irinotecan Hydrochloride 20 mg/ mL Concentrate For Solution For Infusion 300 s 0
JADCHERLA MANDAL, mg/15mL, Irinotecan Hydrochloride 20 mg/ mL Concentrate For Solution For Infusion 500 mg/ 25 mL, Irinotecan Hydrochloride 20 mg/ mL S S
MAHABUBNAGAR Concentrate For Solution For Infusion 750 mg/ 37.5 mL, Irinotecan Hydrochloride Concentrate For Solution For Infusion 100 mg/5mL (20mg/mL), g L\-;
DISTRICT, PINCODE Irinotecan Hydrochloride Concentrate For Solution For Infusion 40mg/2mL (20mg/mL), Irinotecan Hydrochloride Injection 100 mg/ 5 mL,Irinotecan 2 g
509301 TELANGANA HYdrqchloride Injection 1-00 mg/ 5mL (20 mg (mL), -Irins)tecan Hydrochloride Injectior_1 40mg/2mL (20 m-g / m!_), Irinotecan Hydrochloride ~ N
’ Injection 40 mg / 2 mL, Irinotecan Hydrochloride Injection 40 mg/ 2mL (20 mg/ml), Irinotecan Hydrochloride Injection USP 100 mg/5mL (20mg/ml),
STATE,INDIA (Cach ghi Irinotecan Hydrochloride Injection USP 100 mg/5mL (20mg/ml), Irinotecan Hydrochloride Injection USP 40 mg/ 2mL (20 mg/ml), Leuprolide Acetate
khac: Unit-VI, Sy.N0.410 |injection 14mg/2.8mL (1mg/0.2mL), Melphalan 50mg Powder For Solution For Injection/Infusion, Methotrexate Injection USP 50mg/2mL(25mg/ml)
& 411, TSIIC Formulation |with preservative, Oxaliplatin 5mg/ml Concentrate For Solution For Infusion (100 mg / 20mL), Oxaliplatin 5mg/ml Concentrate For Solution For
SEZ, Polepally Village, Infusion (200 mg /40 mL), Oxaliplatin 5mg/ml Concentrate For Solution For Infusion (50 mg / 10 mL), Oxaliplatin Injection USP 100mg/20ml,
Jadcherla Mandal Oxaliplatin Injecti9n USP 50mg/10ml, Pacli_taxel 6 r_ng/ mL Concentrate For Solution For In_fusion 150 mg /25mL, Paclitaxel 6 mg/ mL Concentrate For
’ Solution For Infusion 600 mg/100 mL, Paclitaxel Injection 300 mg/ 50mL, Paclitaxel Injection 100 mg/16.7 mL, Paclitaxel Injection 100 mg/16.7 mL
Mahaboobnagar District, |(gmg/1ml), Paclitaxel Injection 30 mg/ 5 mL, Paclitaxel Injection 30 mg/ 5 mL (6mg/ml), Paclitaxel Injection 300 mg/ 50mL (6 mg/mL), Paclitaxel
Telangana state, India) Injection 6 mg/ mL, Paclitaxel Injection USP 100 mg/16.7 mL (6 mg/ mL), Paclitaxel Injection USP 30 mg/5 mL (6mg/mL), Paclitaxel Injection USP
300 mg/50 mL (6 mg/ mL), Paclitaxel Injection USP 6 mg/ mL, Pemetrexed For Injection 100 mg, Pemetrexed For Injection 500 mg, Pemetrexed For
18 | 4149 | IN- |Hetero Labs UNIT-VI, SY.NO.410-411, |- Vién nén bao phim: Bicalutamide Tablets USP 50mg, Anastrazole Tablets 1 mg, Bicalutamide Tablets 150 mg, WHO-GMP|L.Dis.No:178 Drug Control B6 sung cach ghi dia chi khac cla co s& san xuat theo xac nhan cua
034 |Limited TSIIC FORMULATION SEZ, [Bicalutamide Tablets 50mg, Bicalutamide Tablets USP 150 mg, Capecitabine Film Coated Tablets 150mg, Capecitabine 899/TS/2025 Administration, Co quan quan ly c6 thdm quyén Drug Control Administration,
POLEPALLE VILLAGE, Tablets 150 mg, Capecitabine Tablets 500 mg, Capecitabine Tablets USP 150mg, Capecitabine Tablets USP 500mg, Government of Government of Telangana.
JADCHERLA MANDAL, Gefitinib Tablets 250 mg, Imatinib Mesylate Tablets 100 mg, Imatinib Mesylate Tablets 400 mg, Letrozole Tablets Telangana, India
MAHABUBNAGAR 2.5mg.M409
DISTRICT, PINCODE .y x
509301, TELANGANA < <
STATE,INDIA (Céch ghi S S
khac: Unit-VI, Sy.No.410 N Q
& 411, TSIIC Formulation
SEZ, Polepally Village,
Jadcherla Mandal,
Mahaboobnagar District,
Telangana state, India)
19 | 4004 | IN- |[Hetero Labs UNIT-IIl, 22-110, I.D.A, * Dung dich udng: Abacavir Oral Solution USP 20mg/mL; Abacavir Sulfate Oral Solution USP 20mg/mL; Escitalopram Oxalate Oral WHO-GMP|L.Dis.No:182 Drugs Control Diéu chinh ghi cu thé dang bao ché sang tiéng Viét v4i dang bao ché
050 |Limited Jeedimetla Village, Solution 5 mg / 5 mL; Lamivudine Oral Solution 10mg/mL; Levetiracetam Oral Solution; Levocetirizine Dihydrochloride Oral Solution 080/TS/2025 Administration, gdm: Vién nén, vién nén bao phim, vién nang cirng; dung dich uéng,
Quthbullapur Mandal, 2-5~mg/5m|-? ’Zidovudine Oral Solution USP 50 mg/mL. Government of hon dich udng theo cong thirc bao ché ghi trong gidy chirng nhan
Medchal - Malkajgiri - Hon dich udng: Acyclovir Oral Suspension USP 200 mg / 5 mL; Posaconazole Oral Suspension 200mg/5mL; Telangana, India GMP d3 cap.
District, Pincode 500055, | Vién nang crng: Aprepitant Capsules 125 mg, 40 mg, 80 mg; Atazanavir Capsules 200 mg, 300 mg; Dabigatran Etexilate Capsules 75
Telangana State, India mg; Indomethacin Capsules USP 25 mg, 50 mg; Lithium Carbonate Capsules USP 150 mg, 600 mg; Oseltamivir Phosphate Capsules
) o USP 30 mg, 45 mg; Pregabalin Capsules 150 mg, 75 mg; Silodosin Capsules 4mg; Duloxetine Delayed Release Capsules USP 30 mg, 60
(Cach ghi khac: Unit-Ill, mg; Duloxetine Hydrochloride Delayed Release Capsules 30mg, 60mg; Esomeprazole Magnesium Delayed Release Capsules 20 mg,
22-110, 1.D.A, Jeedimetla, 40 mg; Esomeprazole Magnesium Delayed Release Capsules USP 20mg, 40 mg; Lansoprazole Delayed Release Capsules USP 15 mg,
Hyderabad, Telangana 30 mg; Omeprazole Gastroresistant Capsules 20 mg; N 0
State, India) - Vién nén: Clobazam Tablets 10 mg; Methocarbamol Tablets USP 500 mg; Nebivolol Tablets 5mg; Roflumilast Tablets 500 mcg; § §
Torsemide Tablets 10mg, 5mg; Esomeprazole Grastro Resistant Tablets 20 mg, 40 mg; Posaconazole Delayed Release Tablets 100 mg; g g
- Vién nén bao phim: Atazanavir And Ritonavir Tablets 300 mg/ 100 mg; Darunavir And Ritonavir Tablets 800 mg/ 100 mg; Darunavir H M
Tablets 400 mg, 600 mg; Dolutegravir Tablets 50 mg; Dolutegravir, Emtricitabine And Tenofovir Alafenamide Tablets 50 mg/ 200 mg/ e e
25 mg; Dolutegravir, Emtricitabine And Tenofovir Disoproxil Fumarate Tablets 50/200/300 mg; Dolutegravir, Lamivudine And
Tenofovir Disoproxil Fumarate Tablets 50/300/300 mg; Efavirenz Tablets USP 600 mg; Efavirenz, Lamivudine & Tenofovir Disoproxil
Fumarate Tablets; Efavirenz, Lamivudine & Tenofovir Disoproxil Fumarate Tablets 600 mg/ 300 mg/ 300 mg; Etoricoxib Tablets
120mg, 30mg, 60mg, 90mg; Fenofibrate Tablets 145 mg, 48 mg; Finasteride Tablets 1mg, 5mg; Finasteride Tablets USP 5mg;
Levetiracetam Tablets 1000 mg, 250 mg, 500 mg, 750 mg; Levocetirizine Dihydrochloride Tablets 5 mg; Levocetirizine Tablets 5 mg;
Lopinavir And Ritonavir Tablets USP 200 mg/ 50 mg; Raltegravir Tablets USP 600 mg; Ritonavir Tablets 100 mg; Ritonavir Tablets USP
100 mg; Sacubitril And Valsartan Tablets 24 mg/ 26 mg, 49 mg/ 51 mg, 97 mg/ 103 mg; Simvastatin Tablets USP 10 mg, 20 mg, 40 mg;
Sofosbuvir Tablets 400 mg; Tadalafil Tablets USP 10 mg, 2.5 mg, 20 mg, 5 mg; Tenofovir Disoproxil Fumarate And Lamivudine Tablets
300 me/ 300 me: Valacvclovir HCl Tablets 500 me:
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Troikaa
Pharmaceuticals
Ltd.

C-1, Sara Industrial
Estate, Selaqui, Dehradun
- 248197, Uttarakhand,
India

* Thudc khéng vo trung (khéng chira khang sinh nhém Beta Lactam): Vién nén, vién nén bao phim; Vién nang citng (chira dang bét).
* Thuéc tiém truyén dang 16ng (dung dich) thé tich nho khéng chira khang sinh nhém Beta Lactam (Ampoule & Vial).

San pham: 1 Clopidogrel tablets usp 75 mg; 2 Midazolam injection bp 5 ml vial; 3 Bupivacaine hydrochloride in dextrose injection usp
4 ml ampoule; 4 Dobutamine injection usp 50mg/ml; 5 Dopamine hcl injection usp 5ml ampoule; 6 Diclofenac tablets bp; 7 Slow
diclofenac tablets bp; 8 Diclofenac sodium and paracetamol tablets; 9 Diclofenac sodium injection 1ml ampoule (Not for vetenary
use); 10 Sterile amiodarone concentrate bp 50 mg/ml; 11 Fenofibrate tablets; 12 Ketamine hydrochloride injection usp 50mg/mi
10ml vial; 13 Ketamine hydrochloride injection usp 50mg/ml 10ml vial; 14 Diclofenac sodium injection 75mg/ml 1ml ampoule; 15
Magaldrate and simethicone tablets; 16 Ubidecarenone (Coenzyme q10) capsules; 16 Ubidecarenone (Coenzyme q10) capsules; 17
propofol injection .V (1% w/v) 20ml vial; 18 Telmisartan tablets 40mg; 19 Telmisartan tablets usp 80 mg; 20 Telmisartan and
hydrochlorothiazide tablets usp; 21 Paracetamol extended release tablets; 22 Paracetamol tablets bp; 23 Losartan potassium tablets
usp 50mg 70mg; 24 Alendronate sodium tablets usp 70mg; 25 Diclofenac sodium and paracetamol capsules; 26 Diclofenac sodium
and thiocolchicoside tablets; 27 Fenofibrate & atorvastatin tablets; 28 Telmisartan tablets usp 20mg; 29 Calcium and vitamin D3
tablets; 30 Losartan potassium and amlodipine tablets; 31 Ondansetron injection bp 2 mg/ml 2ml & 4 ml ampoule for IV/IM use; 32
Mecobalamin injection 1ml ampoule for IM/IV use; 33 Atracurium besylate injection usp; 34 Tramadol hydrochloride injection
50mg./ml 2ml ampoule for IM/IV/SC use; 35 Tramadol hydrochloride injection 50mg./ml 1ml ampoule for IM/IV/SC use; 36
Adenosine injection usp 2ml ampoule for IV use; 37 Glyceryl trinitrate controlled release tablets 2.6mg; 38 Glyceryl trinitrate
controlled release tablets 6.4 mg: 39 Acetvlcysteine injection bp Sml (20% W/V) 5ml ampoule: 40 Linezolid tablets 600msg.

WHO-GMP

26/1/Drug/7
3/2019/566
8

20-05-2024

19-05-2027

Food Safety & Drug
Administration
Authority, Directorate
General of Medicinal
Health & Family
Welfare, Sahastradhara
Road, Dehradun,
Uttarakhand (India)

Dinh chinh 16i chinh ta trong cach viét sdn pham Dobutamine
injection usp 50mg/ml trong pham vi chrng nhan.

21

3461

IN-
463

VHB Medi
Sciences Ltd

Plot No. 20-22 & 49-51,
IlE, Sector — 5, SIDCUL,
Pantnagar, Udham Singh
Nagar, Uttarakhand, India
(cach ghi khac: Plot No.
20,-22 & 49,-51, Sector. 5,
Sidcul, Pant Nagar Distt.
Udham Singh Nagar,
Uttarakhand, India)

- Thudc bot pha tiém (Bao gdm ca cephalosporin)

- Dung dich tiém (Bao gdm ca thudc ung thu va thuéc hormon)

- Thudc déng khé pha tiém (Bao gdm ca thudc ung thu va thudc hormon)

- San pham: Doxorubicin Hydrochloride for Injection BP 10mg (lyophilized) (Rapid dissolution), Doxorubicin Hydrochloride for Injection BP 50mg (lyophilized) (Rapid
dissolution), Amphotericin B for injection USP 50mg (lyophilized), Lidocaine Hydrochloride Injection USP 2%, Lidocaine Hydrochloride Topical solution USP 4%, Lidocaine
Hydrochloride and Epinephrine injection USP 2%, Bendamustine Injection IP 100mg (lyophilized), Bleomycin for Injection USP (lyophilized) 15 units, Bortezomib Injection IP
1mg (lyophilized), Bortezomib Injection IP 2mg (lyophilized), Bortezomib for Injection 3.5mg (lyophilized), Carboplatin Injection BP 150mg/15ml, Carboplatin Injection BP
450mg/45ml, Cefoperazone and Sulbactam for injection 1g, Cefoperazone and Sulbactam for injection 1.5g, Ceftriaxone and Sulbactam for injection 1.5g, Ceftriaxone and
Tazobactam for injection 1g+ 125mg, Colistimethate Sodium For Injection BP (lyophilized) 1 Million 1U, Colistimethate Sodium For Injection BP (lyophilized) 2 Million IU,
Colistimethate Sodium For Injection BP 1 Million IU, Colistimethate Sodium For Injection BP 2 Million IU, Cytarabine Injection BP 100mg/ml, Cytarabine Injection BP
500mg/5ml, Cytarabine Injection BP 1000mg/10ml, Cyclophosphamide for Injection USP 1g (lyophilized), Cyclophosphamide for Injection USP 200mg (lyophilized),
Cyclophosphamide for Injection USP 500 mg (lyophilized), Zoledronic acid for injection 4mg, Dactinomycin for injection USP 0.5mg (lyophilized), Daunorubicin
Hydrochloride for injection USP 20mg (lyophilized), Docetaxel injection USP 20mg/0.5ml Combipack, Docetaxel injection USP 80mg/2ml Combipack, Docetaxel injection
USP 120mg/3ml Combipack, Dopamine Hydrochloride injection USP 200mg/5ml, Epirubicin Hydrochloride for injection 10mg (lyophilized) Rapid dissolution, Epirubicin
Hydrochloride for injection 50mg (lyophilized) Rapid dissolution, Etoposide injection USP 100mg/5ml, Fluorouracil injection USP 250mg/5ml, Fluorouracil injection USP
500mg/10ml, Ceftazidime for injection USP 1g, Ceftazidime and Tazobactam for injection 1g+125mg, Gemcitabine for injection USP 200mg (lyophilized), Gemcitabine for
injection USP 1g (lyophilized), Methotrexate Injection BP 15mg/3ml, Methotrexate Injection BP 50mg/2ml, Methotrexate Injection BP 500mg/5ml, Vincristine sulfate
injection USP 1mg (lyophilized), Cefepime for injection USP 1g, Cefepime for injection USP 1g (combipack), Cefuroxime for injection USP 750mg, Ceftriaxone for injection
USP 250mg, Ceftriaxone for injection USP 1g, Ceftriaxone for injection USP 1g (combipack), Artesunate injection 60mg, L-Asparaginase for injection 5000IU (lyophilized), L-
Asparaginase for injection 100001U (lyophilized), Leucovorin calcium injection USP 15mg/2ml, Enoxaparin sodium injection USP 40mg/0.4ml, Enoxaparin sodium injection
USP 60mg/0.6ml, Meropenem for injection USP 500mg, Meropenem for injection USP 1g, Meropenem and sulbactam sodium for injection 1.5g, Midazolam injection IP
5mg/5ml, Imipenem & Cilastatin for injection USP 500mg+500mg, Neostigmine methylsulphate injection IP 0.5mg/1ml, Sterile Noradrenaline Concentrate IP 2mg/2ml,
Dacarbazine for injection USP 100mg (lyophilized), Dacarbazine for injection USP 200mg (lyophilized), Dacarbazine for injection USP 500mg (lyophilized), Urofollitrophin for
injection BP 751U Combipack (lyophilized), Urofollitrophin for injection BP 1501U Combipack (lyophilized), Highly Purified Menotrophin for injection BP 150IU (lyophilized)
Combipack, Highly Purified Menotrophin for injection BP 751U (lyophilized) Combipack, Chorionic Gonadotrophin for injection USP 20001U Combipack (lyophilized),
Chorionic Gonadotrophin for injection USP 50001U Combipack (lyophilized), Chorionic Gonadotrophin for injection USP 100001U Combipack (lyophilized), Paclitaxel
injection USP 30mg/5ml, Paclitaxel injection USP 100mg/16.7ml, Paclitaxel injection USP 260mg/43.4ml, Piperacillin & Tazobactam for injection USP 2.25g, Piperacillin &
Tazobactam for injection USP 4.5g, Cisplatin injection BP 10mg/10ml, Cisplatin injection BP 50mg/50ml, Pantoprazole for injection 40mg (Lyophilized), Pantoprazole for
injection 40mg Combipack (Lyophilized), Progesterone Solution for injection 25mg/1.119ml, Glycopyrrolate injection USP 0.2mg/ml, Rabeprazole for injection 20mg
(Lyophilized), Ifosfamide for injection USP 1g (Lyophilized), Ifosfamide for injection USP and Mesna injection 1g Combipack (Lyophilized), Ifosfamide for injection USP 2g
(Lyophilized), Ifosfamide for injection USP and Mesna injection 2g Combipack (Lyophilized), Hydrocortisone sodium succinate for injection USP 100mg, Hydrocortisone
sodium succinate for injection USP 100mg (Combipack), Methylprednisolone sodium succinate for injection USP 1g, Methylprednisolone sodium succinate for injection USP
40mg, Methylprednisolone sodium succinate for injection USP 500mg, Granisetron injection USP 3mg/3ml, Thiopental sodium for injection BP 1g, Thiopental sodium for
injection BP 500mg, Tiecoplanin for injection 200mg (Lyophilized), Tiecoplanin for injection 400mg (Lyophilized), Tigecycline for injection USP 50mg (Lyophilized),
Tranexamic acid for injection BP 500mg/5ml, Tramadol Hydrochloride injection 50mg/1ml, Tramadol Hydrochloride injection 100mg/2ml, Pralidoxime chloride for injection
USP 1g, Vancomycin Hydrochloride for injection USP 500mg, Vancomycin Hydrochloride for injection USP 1g, Adrenaline injection IP 1ml, Vecuronium bromide injection IP
4mg (Lyophilized), Heparin sodium injection USP 50001U/5ml, Heparin sodium injection USP 250001U/5ml, Cetrorelix acetate for injection 0.25mg (Lyophilized),

WHO-GMP

17P/1/52/20
07/5833

04-04-2023

14-03-2026

Directorate General of
Medical Health &
Family Welfare,
Sahastradhara Road,
Dehradun
(Uttarakhand) India

BS sung cach ghi dia chi clia co s& san xuat theo tai liéu Cong ty cung

cap.

22

3906

074

Wyeth Lederle
S.r.l

Via Franco Gorgone Z.I.
(hoac Zona Industriale)-
95100 Catania (hoac CT),
Italy

* Thu6c vo trung:
+ Thudc sdn xuat vd trung: thudc déng khé (bao gdm ca thudc chira khang sinh nhém Penicillin); dung dich thé tich nho
(bao gbm ca thudbc chira ddc té bao/ chat kim té bao).
+ Xuat xudng thudc vo trung.
* Pong gai thir cap.
* Kiém tra chat lwgng: Vi sinh (v6 trung); VAt ly/ Hda hoc; Sinh hoc.

EU-GMP

IT/7/H/2025

16-01-2025

15-11-2027

Italian Medicines
Agency (AIFA)

Diéu chinh cach ghi dia chi tir Via Franco Gorgone Z.1. (hodc Zone
Industriale)- 95100 Catania ( hodc CT), Italy thanh Via Franco
Gorgone Z.l. (hoac Zona Industriale)- 95100 Catania ( hoac CT), Italy

theo cac tai liéu ndp tai hd so
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ID |TEN CO SO SAN : ) A NGUYEN | GIAY CH. |NGAy | NGAY . A S
STT |ID CC CT XUAT PIA CHI PHAM VI CH’NG NHAN TAC GMP NHAN CcAp l:lf\TN CO’ QUAN CAP NOI DUNG DPIEU CHINH
23 [ 3909 JP- [Santen 2-14, Shikinami, * San xuat thanh pham thudc vé trung: Japan- |Notification: Ministry of Health, Pinh chinh Hiéu lwc chirng nhan dén 21/11/2029.
004 [Pharmaceutical [Hodatsushimizu-cho, + Dung dich nhd méat Sanlein Mini 0.1 (Purified Sodium Hyaluronate 1mg/mL). GMP Labour and Welfare
Co., Ltd. Noto Hakui-gun, Ishikawa, + Dung dich nhé méat Sanlein Mini 0.3 (Purified Sodium Hyaluronate 3mg/mL). (twong [1730608000 (MHLW), Japan
Plant Japan + Dung dich nhé mat Sanlein 0.1 (Purified Sodium Hyaluronate 1mg/mL). duwong EU-|340; GMP:
+ Dung dich nhé mat Sanlein 0.3 (Purified Sodium Hyaluronate 3mg/mL). GMP) (889, 1780
+ Dung dich nhé méat Cosopt (Dorzolamide Hydrochloride 22.26mg/mL, Timolol maleate 6.83mg/mL (twong dwong ngay
Dorzolamide 20mg/mL, Timolol 5mg/mL)). 29/05/2023;
+ Dung dich nhé mat Cosopt-S (Dorzolamide Hydrochloride 22.26mg/mL, Timolol maleate 6.83mg/mL (tvong dwong 3657, 3659
Dorzolamide 20mg/mL, Timolol 5mg/mL)). ngay
+ Dung dich nhé mat Daigaku (Naphazoline Hydrochloride 0.002g/100mL, Chlorpheniramine Maleate 0.01g/100mL, Zinc 24/11/2023;
Sulfate Hydrate 0.1g/100mL, € - Aminocaproic Acid 1.0g/100mL). 5073 ngay
+ Dung dich nhé mat Cravit (Levofloxacin hydrate 5mg/mL). 12/03/2024; < o
+ Dung dich nhé mat Oflovid (Ofloxacin 3.0mg/mL). 809, 810, S S
+ Dung dich nhd mat Sancoba (Cyanocobalamin 0.02g/100mL). 814, 816, ; g
+ Dung dich nhé mat Alegysal (Pemirolast Potassium 1mg/mL). 817, 819, - -
+ Hon dich nhd mat Kary Uni (Pirenoxine 0.05mg/mL). 822,824 ~ ~
+ Dung dich nhé mat Taflotan-S (Tafluprost 0.015mg/mL). ngay
+ Dung dich nhé mat Diquas (Diquafosol Sodium 30mg/mL). 27/05/2024;
+ Dung dich nhé mat Cravit 1.5% (Levofloxacin Hydrate 15mg/mL). 1264 ngay
+ Dung dich nhé mat Eybelis-S (Omidenepag isopropyl 0.02mg/mlL). 26/06/2024;
* Déng gbi va xuat xudng 16: 1775, 1776,
+ Dung dich nhé mat Eybelis (Omidenepag isopropyl 0.02mg/mL). 1778, 1779,
+ Dung dich nhé mat Taptiqgom-MD (Tafluprost 0.015mg/mL, Timolol Maleate 6.83mg/mL (twong dwong Timolol 1784, 1787,
5mg/mL)). 1790 ngay
+ Hon dich nhd mat Flumetholon 0,1 (Fluorometholone 1mg/mL). 06/08/2024
+ Hon dich nhd mat Flumetholon 0,02 (Fluorometholone 0.2 mg/mL).
+ Dung dich nhé mat Taflotan (Tafluprost 0.015mg/mL).
24 | 3663 | KR- |KoreaVaccine 128, Mongnae-ro, San xudt thudc sinh hoc: Dung dich tiém (khong bao gdm cdng doan san xuat ra ban thanh pham). PIC/S-GMP|2024-D1- o« ~ |Gyeongin Regional Céng bé diéu chinh pham vi cdng bd thanh: San xuat thudc sinh hoc:
132 (Co., Ltd Danwon-gu, Ansan-si, 0511 § § Office of Food and Drug |Dung dich tiém (khéng bao gdbm cong doan sdn xuat ra ban thanh
Gyeonggi-do, Han Quéc 8' 8' Safety, Korea pham) theo Gidy chirng nhdn GMP sé 2024-D1-0511
& | 4
25 | 3798 | LT- [UAB Aconitum Inovaciju g.4, LT-54469 * Thu6c khdng vo trung: vién nang cirng, vién nén; EU-GMP [LT/06H/202 State Medicines Control [B& sung pham vi Thudc duoc liéu theo dung Gidy chirng nhan sé
001 Biruliskiu k., Karmelavos |* Xuat xwdng 16 thudc khéng v trung; 4 < ~  |Agency (SMCA), LT/06H/2024 c4p ngay 18/11/2024.
sen., Kaunor.sav., * Thudc duoc liéu; S S [Lithuania
Republic of Lithuania * Dong gabi so cap: vién nang crng, vién nén; 2 g
(Cach viét khac: Inovaciju |* Ddng gdi thi cap. :b' o
g.4 Biruliskiu k., Kauno * Kiém tra chat lwgng: vi sinh khéng v trung; Héa hoc/ vat ly. - ~
r.sav., Litva)
26 | 3053 [ MK- |Replek Farm Ltd |Kozle 188, Skopje, 1000, |* Thudc khéng vd trung: Vién nén; Vién nang cirng; Vién nén bao phim; Thudc udng dang 16ng; Thudc dung trong dang EU-GMP [409-3/2021- Agency for Medicinal B6 sung pham vi chirng nhan "vién nén bao phim" theo bdo cdo
002 |Skopje Company |North Macedonia |dng; Thudc dang ban ran. 10 o " Products and Medical  |thanh tra do Cong ty cung cap.
for * Dong goi: S S |Devices of the Republic
Pharmaceutical - + PAdng gbi cap 1: Vién nén; Vién nang cirng; Vién nén bao phim; Thudc uéng dang 16ng; Thuéc dung trong dang long; E g of Slovenia (JAZMP)
chemical products Thudc dang ban ran. E ,:"
+Pdbng gobi cap 2 - ~
* Kiém tra chat lwgng: Vi sinh (khdng vo trung); Héa ly/vat ly.
27 | 3800 NL- [Merck Sharp & Waarderweg 39, * Thu6c khdng vo trung: Vién nén, vién nén bao phim, vién nén nhai. EU-GMP [NL/H < ~ Health and Youth Care |C4p nhat GMP v&i dang bao ché "vién nén nhai".
003 |Dohme B.V. HAARLEM, 2031BN, (hodc |* Xuat xwdng thubc vo trung; thudc khéng vé trung; thudc mién dich; 24/2054285 S S |Inspectorate -
2031 BN Haarlem hoac * Pong gdbi so cap: Vién nang cirng; Vién nén, vién nén bao phim, vién nén nhai. A 2 g Pharmaceutical Affairs,
NL-2031 BN Haarlem), * Dong gai thir cap. E E Netherlands
Netherlands * Kiém tra chat lwong: Vi sinh (v6 trung, khdng vo trung); Héa hoc/Vat ly; Sinh hoc. ~ -
28 |2904 | PT- |Laboratorios Basi [Parque Industrial Manuel [* Thudc vé trung: EU-GMP [FO16/S1/ME National Authority of Cap nhéat theo gidy chirng nhdn GMP gia han.
013 |Industria Lourenco Ferreira Lote 8 |+ Thudc san xuat vo trung: Dung dich thé tich nhé. /001/2023 Medicines and Health
Farmaceutica S.A. |15 E 16, Mortagua, 3450- [+ Thudc tiét trung cudi: Dung dich thé tich |&n; dung dich thé tich nho. " " Products (INFARMED),
232, Portugal * Thu6c khong vé trung: thubc dung ngoai dang 16ng; thudc udng dang 1dng; dang bao ché ban ran. S S |Portugal
* Xuat xwdng thubc vo trung; thude khéng vé trung. E :
* Dong goi: g ;
+Ddng gdi so cap: thudc dung ngoai dang 1dng; thudc uéng dang 16ng; pessaries; thudc ban ran; thudc dan; vién nén. e e
+Dodng gbi thir cap.
* Kiém tra chat lwong: Vi sinh (v6 trung/khéng vé trung); Héa hoc/Vat ly.
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3936

TR-
023

DEVA HOLDING
ANONIM SIRKETI
(viét tat Deva
Holding A.S. hoac
Deva Holding
AS.)

Cerkezkdy Organize
Sanayi Bolgesi Karaagacg
Mah. Atatiirk Cad. No: 32,
Kapakl / Tekirdag, Turkiye

* Thudc vo trung:

+ Thudc san xuat vd trung: Thubc bot pha tiém/tiém truyén dang lo (chira khang sinh cephalosporin, penicillin);
* Xuat xwdng thubc vé trung.
* Thudc khdng v trung: Vién nang cirng (chira khang sinh non-betalactam; chira khéng sinh Cephalosporin); Vién nang
mém; Thudc dung ngoai dang 16ng (dung dich xjt miéng chira khang sinh non-betalactam; thuéc xit mii chtra khang sinh
non-betalactam; dung dich dung ngoai da chira khang sinh non-betalactam/chta hormone); Thudc dung trong dang 1dng
(dung dich, siro chira khang sinh non-betalactam; hdn dich bao gdm ca thudc chira khang sinh non-betalactam); Bot pha
hdn dich udng (chira khang sinh non-betalactam/chtra penicillin, cephalosporin); Bot hit dang vién nang cirng; Dang bao
ché ¢é ap Iwc (Thudc hit); Thudc dang ban ran (kem, gel; m& chira khang sinh non-betalactam/chira hormone); Thudc dan
chira khang sinh non-betalactam; Vién nén, vién nén bao phim (bao gdm c3 thudc chira khang sinh non-betalactam/chira
penicillin, cephalosporin/chira hormone); vién nén nhai, vién nén khang dich vi (bao gdbm ca thudc chra khang sinh non-
betalactam);
* Xuat xwdng thuéc khéng vo trung.
* PAng gai so cap: Vién nang cirng, vién nang mém, thudc dung ngoai dang 1dng, thudc dung trong dang 16ng, dang bao
ché ran khac, dang bao ché cé ap lyc, thudc ban ran, thudc dan, vién nén, vién nén bao phim.
* Déng gbi thir cap.

PIC/S-GMP
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Turkish Medicines and
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Piéu chinh:

- B6 sung tén viét tat clia co s& theo thu xac nhan cla Co quan Quan

ly Dwoc Thd Nhi Ky.

- Dang thudc dung trong dang hdn dich chira khang sinh non-
betalactam thanh bao gdbm ca thudc chira khéng sinh non-
betalactam theo CPP san pham do Cdng ty cung cap.
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Workshop No. 4

* San xuat thudc khéng vo trung: Vién nang cirng; thudc cdm, thudc bot, vién nén bao; vién nén (bao gdm ca thudc chira hormon); thuéc duoc liéu.

* Péng gbi so cap: Vién nang mém (bao gdm ca thudc chira hormon).

* Péng goi thir cap.

* Kiém tra chat lwgng: vi sinh vat (khéng vo trung); Héa hoc/vat ly.

San pham:

1. L-THYROXINE-FARMAK® (Levothyroxine sodium 50 mg ) tablet; 2. L-THYROXINE-FARMAK® (Levothyroxine sodium 100 mg ) tablet; 3. L-THYROXINE-FARMAK®
(Levothyroxine sodium 25 mg ) tablet; 4. AVENUE (Diosmin, combinations 500 mg ) film-coated tablets; 5. ADAGIO (Olanzapine 5 mg ) film-coated tablets; 6. ADAGIO
(Olanzapine 10 mg ) film-coated tablets; 7. ALADIN®- FARMAK (Amlodipine 5 mg ) tablet; 8. ALADIN®- FARMAK (Amlodipine 10 mg ) tablet; 9. AMBIT (Ketorolac 10 mg ) film-
coated tablets; 10. AMIZON® (Enisamium iodide 125 mg ) coated tablet; 11. AMIZON® (Enisamium iodide 250 mg ) coated tablet; 12. AMIZON® MAX (Enisamium iodide 500
mg ) capsule; 13. AMLODIPINE- FARMAK (Amlodipine 5 mg ) tablet; 14. AMLODIPINE- FARMAK (Amlodipine 10 mg ) tablet; 15. ANDROFARM (Cyproterone 50 mg ) tablet;
16. ANTRAL® (Antralum 100 mg) film-coated tablet; 17. ANTRAL® (Antralum 200 mg ) film-coated tablet; 18. APSORBIN (Diosmectite 3.76 g ) powder for oral suspension;
19. ATORVAKOR (Atorvastatin 80 mg) film-coated tablet; 20. ACICLOVIR-FARMAK (Aciclovir 200 mg ) tablet; 21. BARBOVAL (Barbiturates in combination with other drugs)
hard capsule; 22. BI-SEPT-FARMAK (Sulfamethoxazole + Trimethoprim 400/80 mg ) tablet; 23. BISOPROL (Bisoprolol 2.5 mg) tablet; 24. BISOPROL (Bisoprolol 5 mg) tablet;
25. BISOPROL (Bisoprolol 10 mg ) tablet; 26. VASOPRO® (Meldonium 500 mg ) capsule; 27. VALAVIR (Valaciclovir 500 mg) coated tablet; 28. VALIDOL® (Validol 60 mg )
sublingual tablets; 29. VESTINORM (Betahistine 8 mg) tablet; 30. VESTINORM (Betahistine 16 mg ) tablet; 31. VESTINORM (Betahistine 24 mg ) tablet; 32. VIS-NOL (Bismuth
subcitrate 120 mg ) capsule; 33. VITAXON (Comb drug ) film-coated tablets; 34. GEMOTRAN (Tranexamic acid 500 mg ) film-coated tablets; 35. HEP-ART (Ademetionine 400
mg) gastro-resistant tablets; 36. GLIBENKLAMIDE (Glibenclamide 5 mg ) tablet; 37. GROPIVIRIN (Inosine pranobex 500 mg ) tablet; 38. DAIMISYL (Nimesulide 100 mg / 2 g)
granules for oral suspension; 39. DIAGLIZIDE (Gliclazide 80 mg ) tablet; 40. DIAGLIZID® MR (Gliclazide 30 mg ) modified-release tablet; 41. DIAGLIZID®MR (Gliclazide 60 mg )
modified-release tablet; 42. DIAGNOL (Macrogol 64 g / 73.69 g per bag) powder for oral solution; 43. DIAZOLINE® (Mebhydrolin 0.1 g) tablet; 44. DIAZOLINE® (Mebhydrolin
0.05g ) dragee; 45. DIAZOLINE® (Mebhydrolin 0.1 g ) dragee; 46. DIALIPON (Thioctic acid 600 mg ) film-coated tablets; 47. DIALIPON® (Thioctic acid 300 mg ) capsule; 48.
DIAPIRIDE (Glimepiride 2 mg ) tablet; 49. DIAPIRIDE (Glimepiride 3 mg ) tablet; 50. DIAPIRIDE (Glimepiride 4 mg ) tablet; 51. DIAFORMIN® (Metformin 500 mg ) tablet; 52.
DIAFORMIN® (Metformin 1000 mg) film-coated tablet; 53. DIAFORMIN® (Metformin 850 mg ) tablet; 54. DIAFORMIN SR (Metformin 1000 mg ) prolonged-release tablet;
55. DIAFORMIN SR (Metformin 750 mg ) prolonged-release tablet; 56. DIAFORMIN SR (Metformin 500 mg ) prolonged-release tablet; 57. DOLORSYL (Nimesulide 100 mg / 2
g ) granules for oral suspension; 58. DOMIDONE (Domperidone 10 mg ) coated tablet; 59. EVRIZAM (Comb drug 400mg/ 25 mg) capsule; 60. EDEM (Desloratadine 5 mg )
coated tablet; 61. ENALOZID 12,5 (Enalapril and diuretics) tablet; 62. ENALOZID 25 (Enalapril and diuretics) tablet; 63. ENALOZID® MONO (Enalapril 10 mg ) tablet; 64.
ENALOZID FORTE (Enalapril + diuretics) tablet; 65. EPILEPTAL (Lamotrigine 25 mg ) tablet; 66. EPILEPTAL (Lamotrigine 50 mg ) tablet; 67. EPILEPTAL (Lamotrigine 100 mg )
tablet; 68. ZOLMIGREN (Zolmitriptan 2.5 mg ) film-coated tablet; 69. IODID-FARMAK® (Potassium iodide 100 ug ) tablet; 70. IODID-FARMAK® (Potassium iodide 200 pg )
tablet; 71. CARDISAVE (Acetylsalicylic acid 75 mg ) film-coated tablet; 72. QUIET SEDATIVE (Comb drug) film-coated tablet; 73. KEYWER (Dexketoprofen 25 mg ) film-coated
tablet; 74. KEYWER SACHET (Dexketoprofen 25 mg / 2.5 g ) granules for oral solution; 75. COMBICITRON (Paracetamol combination excl. psycholeptics 13.60 g ) powder for
oral solution; 76. CORVALOL® (Barbiturates in combination with other drugs) tablet; 77. CORSAR AM (Valsartan + Amlodipine 5 mg / 80 mg ) film-coated tablets; 78.
CORSAR AM (Valsartan + Amlodipine 10 mg / 160 mg ) film-coated tablets; 79. CORSAR AM (Valsartan + Amlodipine 5 mg / 160 mg ) film-coated tablets; 80. LAMICON
(Terbinafine 0.25 g ) tablet; 81. LARNAMIN (Ornithine 3 g / 5 g in a sachet) granules for oral solution; 82. LERCANIA (Lercanidipine 10 mg ) film-coated tablet; 83. LERCANIA
(Lercanidipine 20 mg ) film-coated tablet; 84. LETROMARA (Letrozole 2.5 mg ) film-coated tablet; 85. LIZAK (Comb drug ) tablets for sucking with raspberry flavor; 86. LIZAK
(Comb drug ) tablets for sucking with anise and mint flavor; 87. LIZAK (Comb drug ) tablets for sucking with chocolate flavor; 88. LIZAK (Comb drug ) tablets for sucking with
orange flavor; 89. LIPSTER (Aciclovir 200 mg ) tablet; 90. LIPSTER (Aciclovir 400 mg ) tablet; 91. LIPSTER (Aciclovir 800 mg ) tablet; 92. LIRA (Citicoline 500 mg ) film-coated
tablet; 93. LORATADINE (Loratadine 0.01 g) tablet; 94. MEDYTAN (Gabapentin 300 mg ) capsule; 95. METOPROLOL TARTRATE (Metoprolol 0.05 g) tablet; 96. METOPROLOL
TARTRATE (Metoprolol 0.1 g) tablet; 97. OGRANIA (Pregabalin 75 mg ) capsule; 98. OGRANIA (Pregabalin 150 mg ) capsule; 99. OGRANIA (Pregabalin 300 mg ) capsule; 100.
OMEPRAZOLE (Omeprazole 40 mg ) capsule; 101. OMEPRAZOLE (Omeprazole 20 mg ) capsule; 102. PARACITRON (Paracetamol, combination excl. Psycholeptics 13.60 g)
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* Thu6c vo trung:
+ Thudc sdn xuat vd trung: Thubc bdt dong khd, dung dich thé tich nhé.
+ Thudc tiét trung cudi: dung dich thé tich nhd.
* Thu6c khdng vo trung:
+ Vién nang clrng, vién nang mém.
+ Vién nén, vién nén bao phim.
* Dong gai so cap: cac dang thudc khong vé trung.
* Péng goi thir cap.
* Kiém tra chat lwong: Vi sinh (v6 trung, khdng vo trung); Vat ly/héa hoc; Sinh hoc.
* Gigi han pham vi:
+ Block C (day chuyén déng lo s6 1,2,3,4): Thubc vé trung chira cdc chat diéu trj ung thu.
+ Block G (day chuyén déng lo s6 1,2) (DSng lo PFS tai day chuyén 3): cac thudc vo trung théng thuong.
+ Block B: sdn xuat, déng gdi so cap cac dung vién nang cirng, vién nén, vién nén bao phim;
+ Block C 2nd floor Wing A: san xuat, déng géi so cap cac dang vién nang cirng, vién nang mém, vién nén bao phim bao
gém nhirng chat c6 nguy co cao.
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Pinh chinh cach ghi dia chi "Bavia" thanh "Bavla" theo ding GCN

GMP duwoc cap
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