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1y Duge
Coquan: B3 Y Ié

Nk Dz BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

7 %" cyC QUAN LY DUGC Pac 1ap — T do — Hanh phiic
S6: 62 /QDB-QLD Ha Négi, ngdy 08 thdng 02 ndm 2023
QUYET DINH

V& vige cong bo Danh muc thude, nguyén li¢u lam thude cd gidy ding ky luu
hanh dwec tiép tuc s dung thee quy dinh tai khodn 1 Pidu 3 Nghi quyét 56
80/2023/QH15 ngay 09/01/2023 cha Québc hoi Dot 1)

CUC TRUGNG CUC QUAN LY DUQC

Can cit Nghj quyet 56 80/2023/QH15 ngay 09/01/2023 ciia Qubc hdi Vé viéc
tzep tuc thue hién mét so chinh sach trong phong, chong dich COVID-19 va sir dung

giay dang ky luu hanh thude, nguyén lidu lam thudc hét thoi han hiéu lyc tir ngay
01/01/2023 dén ngay 31/12/2024;

Cén cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cia Chinh phu quy
dinh chirc nang, nhiém vy, quyén han va co cau t6 chitc ciia B Y 1é;

Can cu Quyet dinh s6 7868/0D-BYT ngay 28/12/2018 cia BJ trudng BoY
1é quy dinh chirc nang, nhiém vu, quyén han va co cdu 16 chire ciia Cuc Quén Iy
Dugc thube B Y té;

Cin cie Céng van s6 429/BYT. ~QLD ngay 01/02/2023 cua B6'Y 18 vé viéc
trién khai thurc hién Piéu 3 Nghi quyet $6 80/2023/QH15;

Theo dé nghi cila Trieong phong Ding ky thuéc, Cuc Quan ly Duoc.
QUYET DINH:

Pidu 1. . Cong bd kém theo Quyét dinh nay Danh muc thudc, nguyén ligu lam
thudc ¢6 gidy ding ky huu hanh duge tiép tuc st dung tlr ngay | hét higu lye dén hét
ngay 31/12/2024 theo quy dinh tai khoan 1 Biéu 3 Nghi quyét sé 80/2023/QHI1S
ngay 09/01/2023 caa Qudc hdi (Dot 1), cu thé nhu sau:

1. Danh muc thudc, nguyén liéu lam thudc sén xult trong nuwde duge cong bb
tai Phu luc I kém theo Quyét dinh nay.

2. Danh myc thudc, nguyén liéu 1am thudc san xuét tai nude ngoai duge cong
b6 tai Phu luc II kém theo Quyét dinh nay.

3. Danh muc vic xin, sinh phdm duge cong bd tai Phu luc III kém theo Quyét
dinh nay.

Didu 2. Danh muyc thude, nguyén liéu lam thubc duoc cong b tai Piéu 1 duge
dang tai trén Cong thong tin dién th cia BOY té tai dia chi: https://moh.gov.vn/home,
Trang thong tin dién tir clia Cuc Quan 1y Dugec tai dia chi: hitps: //dav.gov.vn va duge
tiép tuc cip nhit, b sung tai cac dot cong bé tiép theo.

Théng tin chi tiét ciia timg thude, nguyén liéu lam thudc dugc tra clru theo s6 ding
ky cong bo trén trang théng tin dién tr cia Cyc Quan ly Duoc tai dia chi
https://dichvucong.dav.gov.vn/congbothuoc/index.




Pidu 3. Trudong hop thudc, nguyén liéu lam thude da thuc hién thay ddi, bd
sung trong qud (rinh hru hanh hofc ¢4 dinh chinh, stra dbi thong tin lién quan dén
gidy dang ky luu hanh 43 dugce cAp, doanh nghiép xudt trinh vin ban phé duyét hodc
x4c nhan cia Cuc Quan Iy Duge véi cac co quan, don vi lién quan dé thuc hién cc
thu tuc theo quy dinh phap luit.

Pidu 4. Quyét dinh nay c6 hiéu lyc ké tr ngay ky ban hanh.

Ditu 5. Giam dbe So Y té cac tinh, thanh phd trye thude Trung vong, Giam
dbc co & san xudt va co s& ding ky c6 thude, nguyén liéu 1am thudc duge cong bd
tai Piéu 1 chiv trich nhiém thi hanh Quyét dinh ndy./.

Noi nhdn:

- Nhw Diéu 5

- BT. Dio Hang Lan (dé b/c);

-TT. B Xuin Tuyén (de b/c); Py
- Cuc Quany - Bo Qudc phong, Cuc Y t& - B6 Cong an;

- Cuc Y t& GTIVT - Bj Giao thong vin tai;
- Téng Cuc Hai quan - Bo Tai chinh;

- Béo hiém x4 hoi Viét Nam;

-BO Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
B§, Van phong BG;

- Vién KN thude TU Vién KN thude TP. HCM;

- Tng Céng ty Duge Viét Nam - Cong ty CP;

- Céc Bénh vién, Vién c6 giuong bénh trye thudée B Y té;
- Trung tim mua sam tip trung thube quoc gia;

- Cuc QLD: P.QLEDD, P.QLCLT, P.PCTTra, P.QLGT;
Website Bd Y t&; Website Cuc Quén Iy Duge;

- Luu: VT, BDKT.




Phu luc £

DANH MUC THUOC, NGUYEN LIEU LAM THUOC TRONG NUGC CO GIAY PANG KY LUU
HANH BUGC TIEP TUC SO DUNG TU NGAY HET HIEU LUC DEN HET NGAY 31/12/2024
THEO QUY BINH TAI KHOAN 1 BIEU 3 NGHI QUYET SO 80/2023/QH15 NGAY 09/01/2023

CUA QUOC HOL (BOT 1)

(Ban hanh kém theo Quyét dinh s6 62 /QD-QLD ngayg / 0/ 2023a Cuc Quan Iy Dwoc)

(*) Ghi chii: Céc thude khac dap img yéu cdu tai Nghi quyét 80/2023/QH15 dang dupc tiép tue
cdp nhét, bo sung tai cdc dot Quyét dinh fié;v theo.

STT  |S6 ding ky Tén thube Co s¢ ding ky Co s& sin xuit
1 VD-22915-15  |3B-Medi Cdng ty cd phan Tap dodn Cong ty ¢d phan duge pham
Duoc phdm va Thuong mai Me Di Sun
Sohaco
2 VD-26870-17  |3B-Medi tab Cong ty ¢d phan dwgc phim Cong ty cb phin duge phim
Me Di Sun Me Di Sun
3 VD-20329-13 |3BSTADA Céng ty cb phin Pymepharco  |Cong ty ¢d phan Pymepbarco
4 |vD-26140-17 |3BTP Céng ty co phan duoc phiam Ha [Cong ty cb phén duge pham Ha
Tay Tay
5 VD-28218-17 |a - Chymotrypsin Céng ty cd phin Dugc - Trang  |Cdng ty b ph?ln Duge - Trang
5000 thiét bi y té Binh Dinh thiét bi y t& Binh Dinh
{Bidiphar) (Bidiphar)
6 VD-24206-16 |A.C Mexcold Cong ty cb phan dugc phdm | Céng ty 6 phén dugc pham
Imexpharm Imexpharm
7 VD-24722-16 AT Amikacin 250 Cbng ty C6 phan Duge pham |Congty CH phan Duge pham
An Thién An Thién
8 VD-25622-16 AT Arginin Cong ty Cb phan Dugc phdm  |Cong ty C6 phan Dugc phim
An Thién An Thién
9 VD-25623-16 |A.T Arginin 200 Céng ty Co phin Duge phdm  |Cong ty C6 phan Duge phim
An Thién An Thién
10 VD-24724-16 |A.T Arginin 400 Cong ty C6 phan Duge phim  |Congty CH phén Duge phim
An Thién An Thién
11 VD-24128-16 |A.T Arginin 8§00 Cong ty Cb phan Dugc phdm | Nha méy san xuat dwoc pham
An Thién An Thién
12 VD-25624-16 |A.T Ascorbic syrup  |Cong ty Co phén Duge phim  |Cong ty C6 phén Duge phim
An Thién An Thién
13 VD-27786-17 |A.T Atorvastatin 10 |Céng ty C6 phan Dwgc phim  [Cong ty Cb phan Dugc phim
mg An Thién An Thién
14 VD27787-17 |A.T Atorvastatin 20 |Céng ty Cé phan Dugc phdm  |Céng ty C6 phin Dugc phim
mg An Thién An Thién
15 VD-25625-16 |A.T Bisoprolol 2.5 Cong ty C6 phin Duge phim [Céngty C6 phan Duge phim
An Thién An Thién
16 VD-24130-16 |A.T Calci plus Cong ty C5 phan Dugc pham  |Nha méy san xuat duge pham
An Thién An Thién
17 VD-24725-16 |A.T Calci sac Céng ty Cb phan Duge phdm  |Cng ty C6 phan Duoc pham
An Thién An Thién
18 VD-26104-17 |A.T Calmax Cong ty Cb phan Dugc phdm  |COng ty C6 phin Dugc pham
An Thién An Thién
19 VD-24726-16 |A.T Calmax 500 Cong ty C6 phan Dugc pham  |Céng ty C6 phan Duge phim

An Thién

An Thién
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STT S6 ding ky Tén thube Co s& ding ky Co sé sin xudt
226 VN-19324-15  |Calcrem Raptakos, Brett & Co., Ltd. Satyam Pharmaceuticals &
Chemicals Pvt., Ltd.
227 VN-19630-16 [Caldiol soft capsule |Cong ty TNHH TM DP Dong  |RP Corp., Inc
{Co s& dong goi: Phuong
Medica Korea Co.,
Lid:; dia chi: 96,
Jeyakgongdan 4-gil,
Hyangnam-eup,
Hwaseong-si,
Gyeonggi-do, Korea)
228 VN-20168-16 |CalSource GlaxoSmithKline Pte., Ltd. GlaxoSmithKline Consumer
Health Care Pakistan Limited
229 VN-20050-16 |Campto Pfizer (Thailand) Ltd. Pfizer (Perth) PTY LTD
230 VN-20051-16 |Campto Pfizer (Thailand) Ltd. Pfizer (Perth) PTY LTD
231 VN-20556-17 (Camtax Maxim Phannaceuticals Pvt. Zeiss Pharmaceuticals Pvt. Ltd.
Ltd.
232 VN-19273-15 {Candelong-4 Micro Labs Limited Micro Labs Limited
233 VN-18564-14 |Candelong-8 Micyro Labs Limited Micro Labs Limited
234 VN-20455-17 |Candesarkemn 16mg {Congty TNHH dugc phim Kern Pharma S.1L.
Tablet Nhit Anh
235 VN-20456-17 |Candesarkern 8mg  |Cong ty TNHH duge phém Kern Pharma S.L.
Tablet Nhét Anh
236 VN-20392-17 |Candesartan Bluepharma- Industria Bluepharma Genericos-
BluePharma Farmacéutical, S.A. Comercio De Medicamenos,
S.A.
237 VN-16269-13 (Candid Glenmark Pharmaceuticals Ltd. |Glenmark Pharmaceuticals Ltd.
-1238 VN-14180-11 |Candid Mouth Paint |Glenmark Pharmaceuticals I.td. |Glenmark Pharmaceuticals Ltd.
239 VN-19658-16 [Candid TV Glenmark Pharmaceuticals Ltd. |Glenmark Pharmaceuticals Lid.
240 VN-19659-16 jCandid V1 Glenmark Pharmaceuticals Ltd. |Glenmark Pharmaceuticals Ltd.
241 VN-19660-16 [Candid V3 Glenmark Pharmaceuticals Ltd. {Glenmark Pharmaceuticals Ltd.
242 VN-15909-12  |Candiderm Glenmark Pharmaceuticals Ltd. |Glenmark Pharmaceuticals Ltd.
243 VN-16270-13 |Candid-V Glenmark Pharmaceuticals Ltd. |Glenmark Pharmaceuticals Ltd.
244 VN-12794-11 [Candisafe Gelnova Laboratories (India)  |Gelnova Laboratories (I) Pvt,,
Private Limited Ltd.
245 VN-16136-13 |Canesten Bayer (South East Asia) Pte., |Bayer Pharma AG
Ltd
246 VN-17648-14 |Canesten Cream Bayer (South East Asia) Pte., |Encube Ethicals Private Ltd
Ltd.
247 VN-11157-10 iCanzeal 2mg Novartis (Singapore) Pte Ltd  [Lek S.A
248 VN-11158-10 [Canzeal 4 mg Novartis (Singapore) Pte Ltd  jLek S.A
249 VN-17461-13 {Caplor Cong ty TNHH dugce phim Y- |Ind-Swift Limited (Global
Med Business Unit)
250 VN-18857-15 |Carazotam Céng ty TNHH Dugce Tam Dan [Mitim s.r.l.
251 VN-18858-15 |Carazotam Céng ty TNHH Duge TAm Dan Mitim s.r.l.
252 VN-16077-12  |Carbatol-200 Torrent Pharmaceuticals Ltd. | Torrent Pharmaceuticals Ltd.
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Ky bdi: Cyc Quén
Y Ty Duge R
quan: B§ Y 1e

SRS BOYTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUQC Déc lap — Ty do — Hanh phiic
Sé: 10586 /QLD-PK Ha Néi, ngdy 18 thang 10 nim 2022

Vv cong bb danh myec thude theo
quy dinh tai khoan 1 Biéu 14 Nghi
dinh 56 29/2022/ND-CP cua CP
(Dot 4)

Kinh giri: Céc co s& dang ky, co s¢ san xut thudc luu hanh tai Viét Nam

Thurc hién quy dinh tai Khoan 1 Diéu 14 Nghi dinh s6 20/2022/ND-CP ngiy
29/4/2022 ciia Chinh phit v& viéc v& viée quy dinh chi tiét va bién phép thi hanh
Nghi quydt sé 12/2021/UBTVQH15 ngiy 30/12/2021 ciia Uy ban Thudng vu
Quéc hdi vé& viée cho phép thyre hidn mét sb co ché, chinh sach trong linh vuc y
t& d& phuc vu cong tac phong, chéng dich Covid-19 (Nghi dinh 29/2022/ND-CP),

Ciin ¢t ¥ kién chi dao cta Lanh dao B Y t€ tai Cong vén s6 2811/BYT-
QLD ngay 31/5/2022,

Cuc Quan ly Dugc-Bo Y t& thong bao:

1. Cong b danh muc céc thudc, nguyén liéu 1am thude thue hién quy dinh
tai khoan 1 Didu 14 Nghi dinh 56 29/2022/ND-CP ctia Chinh phi (Dot 4) nhur sau:

1.1. Danh muc c4c thudc, nguyén liu 1am thude san xuét trong nude duge
cong bd tai Phu luc 1 kém theo cdng vin ndy.

1.2. Danh muc céc thude, nguyén liéu lam thude nude ngoai duge cong b
tai Phu Iuc II kém theo cong van nay.

2. Danh myc thudc duoc ding tai trén Cbng thoéng tin dién tir cia B Y té

tai dia chi: https://moh.gov.vn/home va Trang thong tin dién tir cia Cuc Quan Iy

" Duoec tai dia chi: https://dav.gov.vn. Danh muc nay dugc tiép tuc cdp nhit, bd

sung tai cac dot cong b4 tiép theo.
3. Théong tin chi tiét cla timg thudc duge tra ctru theo sé ding ky cong bb
trong danh muc tai dia chi https:/dichvucong.dav.gov.vn/congbothuoc/index.

4. Pbi véi cac thudce, nguyén lidu lam thudc trong danh muc d3 thyc hién
thay ddi, bb sung trong qud trinh luru hanh hogc c6 dinh chinh théng tin lién quan
dén gifly ddng ky Iuu hanh thuc, nguyén ligu lam thude, doanh nghiép xuét trinh
vin ban phé duyét hodc x4c nhdn ca B6 Y té (Cuc Quan 1y Dugc) véi cée co
quan, don vi lién quan dé thuc hién cac thd tuc theo quy dinh phép luat.



Trong qua trinh thuc hién néu ¢4 khé khan viréng mic, dé& nghi théng bio
v& Cuc Quan 1§ Dugc hoiic lién hé tryc tiép dong chi Nguyén Vin Loi — Trudng
Phong Péang ky thuéc, Cuc Quan 1y Dugc; b dién thoai: 0904205699, dia chi
email: loinv.qld@moh.gov.vn dé kip thai giai quyét.

Cuc Quan lyDugc -8B Y té thong bao dé co sé biét va thue hién./.

Noi nhin: e CUC TRUGNG

- Nhu trén; S B8 §

- Q. B6 trudng (aé bic), 2 f’f}\.

-TT. Bo Xuan Tuyén (dé blc); j cue

- 8& Y #é céc tinh, thanh phé tryc thude trung wong; AUAN "5 e
- Cuc Quin Y - Bd Quéc phong, Cuc Y té - Bo Céng an; Cu\r\ mf@ /

Y té GTVT- Bd Giao théng vén tii; /f

- Téng Cuc Hai quan -~ B§ Tai chinh; S

- Bao hiém Xa hoi Viét Nam; Vu Tuin Cwong

-B3 Y té: Vu PC, Cue QLYDCT, Cuc QLKCB, Thanh tra Bj;
- Vién KN thudc TU Vién KN thude TP. HCM;

- Téng Cong ty Duge VN; Cac Cong ty XNK duoc phém;

- Céc Bénh vién & Vién cé giudng bénh triuc thude BY'T;

- Céng théng tin dién 6 cha BYT;

- Trang théng tin dién tr cia Cuc Quan 1y Dugc;

- Lwu; VT, BK.



Phu luc I

DANH MUC THUOC TRONG NUGC €O GPKLH HET HIEU LUC TU 36/12/2021 PEN TRUGC
NGAY 31/12/2022 THUC HIEN THEO QUY DINH TAIL KHOAN 1 BIEU 14 NGHI BINH SO
29/2022/ND-CP (BOT 4)
(Ban hanh kém theo cong vin 56 1058901 D.PK ngayig ho 72022)

(*) Ghi chit: Cdc thude khdc dép zmg yeu cdu tai Nehi dinh s6 29/2022/ND-CP dang diroc tiép tuc
cdp nhét, bo sung tai cde dot cong bé tiép theo.

STT |Séaingky  |Tén thudc Co s& diing ky Co s& sin xuit

1 VD-23773-15  |Altamin Cong ty CO phén Duge - Trang |Cong ty Co phé‘m Dugce - Trang
thiét bi y t& Binh Dinh thiét bi y 1é Binh Pinh
(BIDIPHAR) (BIDIPHAR)

2 VD-27656-17 |Ancicon Chi nhénh cdng ty ¢d phén Chi nhanh céng ty ¢d phan
Armephaco- Xi nghiép dugc  {Armephaco- Xi nghiép duge
phim 150 phim 150

3 QLDB-803-19 jAsmenide 1.0 CONG TY TNHH BRV Cong ty TNHH BRV
HEALTHCARE Healthcare

4 QLDB-802-19 jAxeliv 0.5 CONG TY TNHH BRV Cong ty TNHH BRV
HEALTHCARE Healthcare

5 VD-25780-16 |Cefadroxil 250mg Cbng ty b phan duge pham Cdng ty cb phin duge pham
Tipharco Tipharco

6 VD-25744-16  |Cifitin CONG TY CO PHANDUGC |CONG TY CO PHAN DUGC
PHAM OPV PHAM OPV

7 VD-27657-17 Copdumilast Chi nhanh cang ty ¢b phin Chi nhanh cong ty ¢6 phan
Armephaco- Xi nghiép dugc Armephaco- Xi nghiép dirge
phém 150 phém 150

8 VD-17809-12 |Cosyndo B Cong ty CO phan Thwong mai  |Cong ty TNHH MTV 120
Duge phdm - Thiétbi Y6~ {Armephaco
Hoéa chét Ha Nai

9 VD-28134-17 |Fexofenadin 60 Cong ty c6 phan dugc phdm  |Céng ty ¢ phin dwoc pham
Tué Minh Sao Kim

10 VD-28135-17 |Levofloxacin 560 Cong ty ¢b phan duge pham Cong ty co phin duge pham
Tué Minh Sao Kim

11 VD-24243-16 |Opeambrox 0,6% CONG TY CO PHAN DUCC |CONG TY CO PHAN DUGC
PHAM OPV PHAM OPV

12 VD-15607-11  |Prelone Céng ty TNHH Phil Inter Cong ty TNHH Phil Inter
Pharma Pharma

13 VD-28053-17 [Tafuito Céng ty cb phén duge phim Cong ty c6 phin duge phim
Tipharco Tipharco

14 VD-28063-17 |Tipharan Cong ty cb phan duge phdm  |Cong ty ¢d phin dugc phdm

Tipharco

Tipharco
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Phu luc IL

DANH MUC THUOC NUGC NGOAI CO GBKLH HBET HIRULUC T 36/12/2021 BEN TRUGC
NGAY 31/12/2022 THUC HIEN THEO QUY BINH TAl KHOAN 1 BIEU 14 NGHI BINH SO
29/2022/NB-CP (DOT 4)
(Ban hanh kém theo cong vin s6 10586/QLD-PK ngay g /1¢/2022)

(%) Ghi chii: Cdc thuoe khdc dap lmg yeu cdu tai Nghi dinh s6 29/2022/ND-CP dang dioc tiép tuc
cdp nhdt, bé sung tai cde dot cong bé tiep theo.

STT |Sédingky |Tén thude Co s ding ky Co s& san xuit
1 VYN-16752-13  [0.9% Sodium Chi nhanh Cong ty Cd phan Euro-Med Laboratoires Phil,,
Chloride Solution for |Duge phdm Trung Uong Inc
L.V. Infusion Codupha Ha N§i
2 VN-20662-17 |Albendazole Tablets |Brawn Laboratories Limited Brawn Laboratories Limited
400mg
3 VN-19605-16 |Assoma Céng ty TNHH Duge phdm  |GP-Pharm, S.A.
Lién Hop
4 VN2-627-17 Asstamid Cong ty TNHH Dugc phim Synthon Hispania, SL
Lién Hop
5 VN2-542-17 Asstrozol Cong ty TNHH Durge pham Synthon Hispania, SL
Lién Hop
6 VN-14487-12  |Begenderm Saint Corporation Aprogen Pharmaceuticals, Inc
7 VN-10763-10 |Berlthyrox 100 A. Menarini Singapore Pte. Ltd. {Co s6 san xudt:
Berlin Chemie AG, dia chi:
Tempelhofer Weg 83, 12347
Berlin - Germany.
Co sé dong g6i va xuit xuéng;
Berlin Chemie AG, dia chi:
Glienicker Weg 125, 12489
Berlin - Germany
8 VN-15214-12 |Bralcib Eye Drops Atco Laboratories Ltd. Atco Laboratories Ltd.
VN-14180-11 |Candid Mouth Paint |Glenmark Pharmaceuticals Ltd. [Glenmark Pharmaceuticals Ltd.
10 VN-15909-12 |Candiderm Glenmark Pharmaceuticals Ltd. |Glenmark Pharmaceuticals Ltd.
11 VN-5524-10 Cefimed Medochemie Litd. Medochemie Ltd.
12 VN3-229-19 CKDBelotaxel 1-vial [Chong Kun Dang Chong Xun Dang
20mg Pharmaceutical Coip. Pharmaceutical Corp.
13 VN-9170-09  |[Cravit LV Daiichi Sankyo (Thailand) Ltd. |Olic (Thailand) Ltd.
14 VN-20086-16 |Eupicom Soft Capsule|Saint Corporation Kolmar Pharma Co., Ltd.
5 VN-5615-10  |Eyracin ophthalmic  {Samil Pharmaceutical Co., Ltd. Samil Pharmaceutical Co., Ltd.
Solution
16 VN-11307-10 |Eytanac Ophthalmic |Samil Pharmaceutical Co., Ltd. |Samil Pharmaceutical Co., Ltd.
Solution
17 VN2-340-15 Firotex Actavis International Ltd. 8.C. Sindan-Pharma S.R.L.
18 VN-11881-11  [Flucort-N Glenmark Pharmaceuticals Ltd. |Glenmark Pharmaceuticals Ltd.
19 VN-14707-12  |Fucidin Zuellig Pharma Pte. Lid. Leo Laboratories Limited
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BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pioc lap - Tw do - Hanh phiic
$6: 1078¢/QLD-PK Ha Ngi, ngay 17 thang 02 ndm 2021
V/v duy ti hidu lye gidy
dang ky loeu hanh

Kinh giri: Glenmark Pharmaceuticals Ltd.

Piachi:  B/2, Mahalaxmi Chambers, 22 Bhulabhai Desai Road, Mumbai
- 400 026, India

Cuc Quan 1y Duogc nhén duge don dé nghi ngdy 06/01/2021 va cac tai liéu
lién quan cia Cdng ty vé viéc duy tri hiéu lyc gidy dang ky luu hanh doi vii
thudc Candid Mouth Paint, 0 dang ky VN-14180-11 do Cong ty dang ky (M3
tiép nhén: 24032/TT88);

_ Can cir Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cda B trudng B
Y té quy dinh viéc ding ky Iuu hanh thude, nguyén liéu 1am thubc;

_ Cin ¢t Thong tu s6 29/2020/TT-BYT ngdy 31/12/2020 cua B trudmg Bo
Y t€ stra d6i, bo sung va bii bo mot s6 vin ban quy pham phép luit do B trudng
Bd Y té ban hanh, lién tich ban hanh;

Cuc Quan 1y Dugc cd y kién nhy sau:

1. Dér}g y dé cong ty duoc tiép tuc duy tri hiéu lye gidy ding ky lru hanh
12 thang ké tir ngay ky cong vin nay doi voi thude Candid Mouth Paint, so0 ding
ky VN-14180-11.

2. Thude dugc phép san xudt trong thoi han duy tri hiéu lue gidy ding ky
leru hanh phai thyc hién theo ding hé so ding ky da duge Bo Y t€ (Cuc Quan ly
Dugc) phé duyét va dugc phép luu hanh dén hét han dimg cta thude. Co s& dang
ky, co s& san xuat phai ddm bao duy tri cac diéu kién hoat ddng cua co s& ding
ky, co s& san xudt theo quy dinh.

3. Trong thoi han higu luc duy tri cia gidy dang ky luu hanh cfi ma co s&
dang ky dugc gia ban gidy déng ky luu hanh méi thi hi¢u lyc gidy dang ky luu
hanh cii duge ticp tuc ¢6 hi€u lue ddng thoi véi gidy ding ky wu hanh méi trong
06 thang ké tir ngay gidy dang ky luu hanh méi ¢6 hidu lyc.

Cyc Quén ¥ Dugc thdng bao dé cong ty,biét va thuc hién theo ding cic
quy dinh hién hanh vé sin xuft va luu hanh thude./.

Noi nhin: KT, CUC TRUGNG
- Nhu trén; . PHO CUC TRUONG
- Cue Trudng (dé bic), T

- Lww: VT, BPK (Ng).

Py -
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igigen Thanh Lim




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

 CUC QUAN LY DUGC Péc Jap - Ty de - Hanh phiic
- 86://2958/QLD-DK Ha Néi, ngivo/6 théng § nam 2019
Vv duy tri hidu lyc gidy dang R . S
ky hra hank

Kinh gii: - Glenmark Pharmaceuticals Ltd. o
Piachi: ~ B/2, Mahalaxmi Chambers, 22 Bhulabhai Desai Road,
Mumbai-400 026, India. :

Cyc. Quén Iy Duge nhan dugc don d& nghi dé’ ngéy 11/3/2019 va cac tai
liéu lién quan ciia Cong ty veé viéc duy tri hiéu Iyc gidy dang ky huu hanh doi véi
thubc do Cong ty ding ky;

’ Cin ¢t Thong tu 56 32/2018/TT-I§YT ngay 12/11/2018 cba B trudng Bo
Y té quy dinh viéc ddng k¥ luu hanh thude, nguyén liéu lam thude;

Cuc Quan 1y Dugc c6 y kién nhur saw:

1. Ddng ¥ daé cong ty dugc tiép tuc duy tri hiéu luc gifly ding ky luu hanh

12 thér}g ké tir ngay hét hiéu luc gify dang ky luru i_az‘mh (ngdy 18/12/2019) b1 voi
05 thudce sau:

— Thube Candid Mouth Paint, s ding ky: VN-14180-11;
— Thubc Candiderm, s6 dng ky: VN-15909-12;

— Thude Flucort-N, s6 diing ky: VN-11881-11;

— Thubc Glentaz, s& dang ky: VN-12466-11;

— Thubc Saferon, sb dang ky: VN-14181-11.

2. Thubc dugc san xudt trong thoi gian duy fri hidu lyc gidy ding ky fuu
hanh phai thye hién theo ding ho so dang ky thude da duge BO Y 1€ (Cuc Quan
Iy Dugc) phé duyét va duge phép lwu hanh dén hét han ding cia thude. Co 56

ding ky, co s& san xudt phai ddm bao duy tri cac diéu kién hoat dong clia ¢o s0
déng ky, co s& san xuat theo quy dinh.

3. Trong thoi han hiéu lyc duy tri cia gidy dang ky luu hanh ci, ma co so
dang ky duoe gia han gidy ding ky luu hanh méi thi hiéu luc giay dang ky luu

hanh cii duoc tiép tuc ¢b higu huc dbng thir voi gidy ding ky luu hanh méi trong
06 thang k& ti ngay gidy déng ky luu hanh mabi ¢6 hidu huc.

Cuc Quan Iy Dugc thong bao dé cong ty biét va thyc hién theo dang cac
quy dinh hién hanh vé san xuat va luu hanh thude.

Noi nhin: e, CUC TRUONG
- Nhur trén; R .
- Liu: VT, PXT (Ng). ég‘ﬁf
i —

A

i Tuln Cudng




BO Y TE CONG HOA XA HOI iU NGHIA VIET NAM

CUC QUAN LY DU OC Doe lip - Ty do - Hanh phie
86 /ists” 4 71 QLD-PK Ha Noi, ngay 12 thang 02 nim 2019
V/v thay d0i cach ghi dia chi nha san
XKuat

Kinh gii: Glenmark Pharmaceuticals Ltd..

Dia chi: B/2, Mahalaxmi Chambers, 22 Bhulabhai Desai Road,
Mumbai-400 026, India.

Tiép theo céng vin 54 11849/QLD-DK ngay 25/06/2018 cua Cyc Quén ly
Duge, xét don dé nghl ndp ngay 03.8.2018 va chc tai liéu bd sung cb lién quan
cua cong ty (s6 tiép nhén 620/BSTDNN) ve vxec thay dbi cach ghi dia chi nha
sin xuht dbi voi thube nude ngoai da duge chp sb dang ky luu hanh,

Can ot Thong tu s6 44/2014/TT-BYT ngay 25/11 11/2014 ciia Bd Y t& Quy
dinh viéc didng ky thube, Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 cia Bo
¥ té quy dinh ghi nhén thude, nguyén lidu lam thude va t& hudng dén st dung;

Ciin ot bién ban thim dinh h so thay adi/ bd sung, Cuc Quén 1y Duge ¢o
§ kién nhu sau:

Dong v dé cong ty duogc thay ddi cach ghi dia chi nha san xuit (dia diém
san xudt khéng thay adi) doi véi 23 thube trong danh mue dinh kém duge dong
dau xdc nhan cua Cuc Quan ly Duoc, cu thé:

_ Dia chi nha san xudt dd duge duyét: Plot No. E-37, 39 MIDC Area,
Satpur, Nasik-422007, NMaharashira, India.

- Pia chi nha san xudt thay ddi: Plot No. E-37, 39, D-Road, MIDC,
Satpur, Nashik-422007, Maharashira State, India,

Ngoai ndi dung duoc thay doi trén, tAt ci cAc ndi dung khéc gilt nguyén
nhu hé so ding ky thude luu tai Cuc Quan 1y Duge.

Cong ty ding ky, nha san xuéit phai chiu trach nhigm vé chét lu{mg déi voi

thude lwu hanh trén thi truong, noi dung ghi trén nhan thube, quy dinh v& s& hitu

ri tué lién quan dén nhén hiéu hang hod cua thube va c6 trach nhiém théng bao
sy thay dot ndy dén cac co quan Hén quan va khich hang

Sau 06 thang Kké tir ngay ky cong vin ndy, cong ty khéng duge nhip khau
ciic thude trén voi dia chi cli cia nha san Xudt el thube.




~  Cuc Quan ly Dugc thdng béo dé cong ty bidt va thuc hién dung céc quy
dinh cua Viét Nam vé& fuu hanh thube./.

Noi nhin: KT.CUC TRUGNG

- Nhir tl‘él“i', . . P { g r‘E“%%’i}‘[{”ﬁ]ki{;
- CT. Vil Tuan Cudng {dé ble); o
- Luw VT, BKT (AH).

i i . 7:‘ - 2
MNguyén Tat Dat
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CUC QUAN LY DUQC

CONG HOA XA HOI CHY NGHIA VIET NAM

Bgc 1gp - Ty do - Hank phie

Danh muc: 23 thube ddng ¥ thay ddi tén cong ty ding ky

I, F&croz

2. | Supirocin-B o
3. Saferon

4. Perigard-4

: Perigard-2

i Mo m;; .
Klenéé@c

..Glemaz,

9. Flucort
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VN-18317-1
VN-18316-14
VIN-18315
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VIN-18310- 14
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VN-19664-16
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21, ] Flucort-N

22. Candid Mouth Paint

H

23, i Ascoril

Danh muc nay gbm 02 trang 23 khoan./.

VN-11881-11

VN-14180-11

VN-13132-11
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CONG HOA KA H()I CHU N(xHIA VIFT NAM
Doc lap ’lu do Hanh phuc

f--f:'.33f-'-:-i_:D1a ch1 Pibt No. B-37, 39 MIDC Area Satpm N’a's'ﬂ;__'42_2};?.@07:
S }_'-Maharashtra -Indxa ' . : R - R

SRR N Cuc Quan Iy Dudc nhan duac Bo’n de nghx s6: 1808 82/DAV GLEN ﬁte.- RS
e ngay 07/8/2018 va cdc tal Héu hen quan ve vige duy tri- hlcu luc s{‘) dang ky: doz"_ e
R ';Vou thudc do. Cong ty. ddng, ky.. e
E  Cin ol Théng tu so 44/2014/TT-BYT ngay 25/1 1/2014 cla Bo truorng Bo,._'-: [ERE
_5 -.f-Y te qui-‘dinh viéc: dang ky - thuoc, Céng vin 86 1902/BYT-QLD " ngay Ry
el 13/04/2017 ctia Bo trudng Bo. Y tc huomg dan trien khal thuc hién Nghl quyet 80
Sl 30/NQ-CP cta Chinh pht, =
L Cyc Quan Iy Duge co.y kién nhisau - S
R 1. Poéng y de Cong ty. ’uep tuc duy tr; hxeu 1uc s6. éang ky thuoc 12 thang EGEE
o ‘ke tir ngay ke tlr ngdy het h1eu hIc so dang ky bt hanh (ngay 18/ 12/2018) d01 B
- v6icac thubcsauddy: o e
SRR S Thuoc Ascorll SDK V\T-13132 11
o120 Thuoc Candiderm; SDK VN- 15909 12
1.3. Thue Flucort-N; SPK VN- 11881- 11
Rt Tt Thuoc Glentaz; SPK VN-12466-11; - .
SRR LU P Thuoc Candid: Mouth Paint; SPK VN 14180 11
L6 Thubc Saferon; SPK VN-14181-11. - ) e
S Thube duge phiép san xuat trong thoi han duy ti higu luc s6 dmg ky phal NI
o -1_'_thuc hién theo dung ho so d5 duge BOY. té (Cuc Quén 1y DuGc) phe duyet va o
e _:ﬁIIGC phep hm hanh dén hét han dﬁng cua thude: I
S Truong hap ﬁmoc duge t,ap 56 dang Ky moi trong thoi han duy tri hxeu R

C lwe'sd dang ky el .co 80 dang ey san xuét, Tuu hanh tbuoc pha1 san, xuat VAR
.hanh thuoc theo sb dang ky méiké tir ngay dugc cap - o
i ). Glay phép hoat dong v& thubc va nguyén 11eu lam thuoc tal Viet Nam _

L f ctia cong ty, dang ky s& het han ngdy 14/6/2019. Yéu cau wng ty. thuc hién vige -
- chpnhat glay phep san xuai kinh doanh thude do.co quan quan 1y nha nuge cd-
S tham quyen Audc ngoai chp va gzay phep thanh lap vin phong dai, dién tar Viét -

- 'Nam cla cong ty déng ky theo quy, dinh tal Théng tu sb 44/20}4/TT—BYT ngay_ L
"25/1 1/2014 coaBO Y té quy dmh Ve vigc ddng ky thuoc i S
e ~Cyc Quén Iy Ducc thong bio. & cong ty | ble‘{ va thuc h1en theo dung cde ..
: .::quy dmh h1en hanh ve san xuat va iu‘u hanh thuoc ol i 5 :

' No’mhan [
e -Nhu tén; e, o
SRR -CT. Vii. Tuan Cuong (de b/c)
--:;—Luu VT, BKT(AT) :




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Dje 1ip - Tw do - Hanh phiic
A ";fﬂxfﬁa:, hy P hY e . s [
s&4 #1671 QLD-DK Ho Néi, ngay /& théng 5 nim 2018

V/v thay d6i diéu kién bdo quan cia
thube, giam han ding cia thude, cip
nhét thong tin 1én méiu nhén

Kinh gui: Glenmark Pharmaceuticals Ltd..
Pia chi: B/2, Mahalaxmi Chambers, 22 Bhulabhai Desai Road,
Mumbai-400026, India.

Tiép theo cong van & 10759/QLD-DK ngay 08/6/2018 cta Cuc Quan ly
Duge, xét don dé nghi ndp ngay 18/6/2018 va cée tai lidu bd sung cd lién quan
clua cong ty (sb tiép nhén 352/BSTDNN) vé viée thay dbi didu kién bio quan
ctia thude, gidm han ding cta thude, cdp nhat thdng tin 1én miu nhin d6i voi
thube nude ngoai dé duge chp s6 dang ky luu hanh,

Can ot Thong t s6 44/2014/TT-BYT ngay 25/11/2014 cua BY Y t8 Quy
dinh viée ding ky thube; Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 ciia Bo
Y té quy dinh ghi nhin thude, nguyén liéu lam thude va hudng dan sir dung;

Cin cU bién ban thdm dinh ho so thay ddi/ b6 sung, Cyuc Quén 1y Duoc cd
y kién nhu sau:

Déng vy dé cong ty duge thay ddi didu kién bao quan cua thube, giam han
dung cua thubc, cip nhat théng tin 1én miu nhan d6i voi thude Candid Mouth
Paint, s6 ding ky: VN-14180-11, cy the:

1. Thay dbi diéu kién bao quén cla thude:

- Pidu kién bdo quan di duge duyét: Bao quan dudi 25°C. Trénh anh
sang.

- Pidu kién bio quan thay dbi: Bao quan dudi 30°C. Tranh &nh séng.

2. (3iam han ding cla thude:

- Han ding da duge duyét: 36 thang.

- Han dung thay dbi: 24 thang.

MAu nhin moi duoc dong diu wéc nhan cla Cuc Quén ly Duge va dinh
kém cbng van nay.

Ngoai ndi dung duge thay dbi trén, 1At ca cac ndi dung khac gilt nguyén
nhu hé so dang ky thude luu tal Cuc Quan ly Dugc.




~Céng ty dang ky, nha sén xudt phéi chiu trich nhigm v& chét lugng ddi voi
thude luu hanh trén thi trudng, ndi dung ghi t+én nhan thube, quy dinh vé s hitu
tr{ tué lién quan dén nhan hidu hang hod cua thude va cé trach nhiém théng bdo
sy thay db1 nay dén céc co quan lidn quan va khach hang.

Cong ty ding ky, nha san xuét phai:

- Chiu trach nhigm vé chét luong 461 voi thude luu hanh trén thi truong va
6 trach nhiém théng bao sy thay ddi nay dén céc co quan lién quan va khach
hang.

- Cung nha nhép kkhau chiu trach nhiém v& cam két thu hdi, tiéu hay theo
dung quy dinh db1 v&i nhimg thudc dd qué han dung so véi han dung moi, g
hio cho vé& Cue Quan ly Duge trong vong 01 thang ké tir ngay ky cong van nay.

K& tir ngay ky cong vén nay, cong ty khong duge nhap khéu thude trén
véi han ding, diéu kién bao quén va mau nhan ci cla thudce.

Cuc Quan ly Dugc thong bao dé cong ty biét va thuc hién ding cac quy
dinh cta Viét Nam v& luu hanh thude./.

Noi nhin: KT. CUC TRUONG
- Nhu rén; , PO CUC TRUGNG
- CT. Vi Tuan Cudng (dé bie); A
- Luu: VT, PKT (AH). @ -




BOYTE CONG HOA XA HOI CHU  NGHIA VIET NAM T

CUL QUAN LY DUGC,;‘ B 53? Ty do - Hanh ph“c
o Sauss QDK Ha Noi, ngdy // 8’ f"“"g /’DZ nan 2017
LRt ;._:V/V duy tr1 hlcu luc S{)K- EER T ' . '

o 3_';K1nh gl GiemnarkPharmaceuticals Ltd e o
. Dia chi: Plot No. E-37, 39 MIDC Area Satpur Nas1k 422 007 '
e Maharashtra —Indla a T

S L AT :.'Cuc: Quan ly DIIO'C nhﬁn ducc Bo‘n dé ngh1 56 1709 53/ DAV-GLEN de-f TS
L _..ngay 05/9/2017 va cac tai liéu hén qua.n vé. vige duy tri hiéu hrc 36 ciang ky dcn R
vl thuoc do Céng ty dang k. . :
- i Canelr Thong tur 80 44/2014/TT~BYT ngdy. 25/11/2014 clia Bo tru'orng Bo.
Y ‘té qui dinh viéc: ‘dang ky- thuoc Cong. van - s6- ]902/BYT—QLD ngay
[ -13/04/2017 cha BO trudng By Y. té hur(mg dan tnen khai thurc hleﬂ Nghl quyet 80
ST J;-30/NQ -CP clia Chmhphu R o _
- Cye Quan Iyl Dugc ¢d . klen nhiusau: o :
o 1. 'Dong y de Cong ty tlep tuc duy tri hiéu h,rc sb dang 1q1 thuoc 12 thang :
o ke tu' ngay ky cong van duy tr1 hleu hrc so dang ky ‘thube d01 vm cac thuoc sau- .
' BWE Thuac Ascorﬂ SDK VN 13132 11
1.2, Thuoc Candiderm; SPK VN- 15909-12;
130 Thuoc Flucort-N; SDK VN-11881-11;
14 Thuoc Glentaz; SDK VN-12466-11; -
LS. Thuoc Candid Mouth Paint; SPX VN-14180- 11
16 Thuoc Saferon; SBKVN 14181-11. .
s Thubc duge phép san xut trong thoi han duy trl hidu 1uc 50 dang ky phax T
S -'thuc hién theo dung ho'so:dd duge BO Y té (Cuc Quan iy Duorc) phe duyet VA
e 'duorc phep luu hanh dén het han dung cda thude. - .
o 2 “Trudng hop thuoc duoc cap sb ‘dang ky moi trong thm han duy tr1 hiéu
e luc sb dang ky <l cosd dang ky san. xuét, lun hanh thuoc pha1 san: xuat lu'u:. .
~ hanh thuoc theo s6 dansc, ky mdi ké tir ngay duge cap S
T "Cuc Quan ly Duge thong bao dé cong 1y, blet va thu’c hxen theo dung cac
quy dmh hxen hanh ve san xuat va hxu hanh thuoc o

- —Nhutren e IR TR T PHO CQC TRU’O’NG
-':-; -TT. Trirong Quoc Cur_mg (de b/c), : R L I,
Luu VT, BKT(AT) T N




BO Y TE CONG HOA XA HOI CHU NGHIA VIRT NAM

CUC QUAN LY bUGC Poc lap - Tu do - Hanh phic
$6: ) JA00 /QLD-PK Ha Ngi, ngay ), thangi() ndm 2016
V/v gia han hiéu Iyc SDK

Kinh gti:  Glenmark Pharmaceuticals Ltd.
Dia chi: Plot No. E-37, 39 MIDC Area Satpur, Nasik 422 007
Mabharashtra.- India

Cuc Quéan 1§ Duge nhan duge Pon dé nghi s6 1609-53/DAV-GLEN d&
ngay 07/9/2016 vi cdc tai lidu lién quan clia Cong ty vé viéc gia han hiéu lyc s6
dang k¢ cho thudc do Cong ty Glenmark Pharmaceuticals Ltd. dang ky.

Cén ctlr Thong tirsd 44/2014/TT-BYT ngay 25/1 112014 cita B trudng Bo
Y té qui dinh vige dang ky thudc; Céng vin sb 2577/BYT-QLD ngay.

06/05/2016 clia B Y & vé viéc huéng din tam thodi vige gia han SDK. thube
ding ky lai,

Cuc Quan ly Dugc ¢ ¥ kien nhur sau:

1. Pdng ¥y gia han hidu lye 86 dang ky thube 12 théng ké tir ngay hét han
sé ding ky luu hanh (ngay 08/11/2016) d6i voi cdc thube Saferon; s6 dang ky
VN-14181-11 va thube Candid Mouth Paint; s§ ding ky VN-14180-11.

Thuéc duge phép san xuét tiong thoi han gia han hiéu Iyc sé ding ky phai
thyc hién theo: dling ho 50 d3 duge B Y té (Cuc Quén ly Dugce) phé duyét va
duge phép lut hanh déri hét han ding ca thude.

Cong ty phai cam két céc thuoc d2 nghi gia han dép Gng céc quy dinh tai
diéma, b va ¢ muc 1 Cong vin 56 2577/BYT QLD néu trén.

2, Trudtig hop thude dirge cdp sb dang ky méi trong thoi han hiéu lye gia
han s6 dang ky cu, cO 80 dang ky san xuht, lun hanh thudc phai san xudt, luu
hanh thudc theo sé ding ky mér ké tir ngay duoe chp. :

Cuc Quan 1y Duge thdng bio dé cong ty biét va thyc hién theo ding céc
quy dinh hién hanh v& san xuét va luu hanh thude.

Noi nhin:
- Nhu trén;
- Luu: VT, BKT (AT),

PHO CUC TRUONG

./ig;«;yé“}z Git Dok



BOYTE CONG HOA XA HOI CHO NGHTA VIET NAM

coC QHAN LY DUQC Bic ldp - Ty do - Hanh phic
TR AT k
5612941 qu-px Ha Ni, ngay O Qthng fncim 2015
V/v thay doi dia chi cong ty
ding ky

Kinh gii: Glenmark Pharmaceuticals Ltd.
Pia chi: B/2, Mahalaxmi Chambers, 22 Bhulabhai Desai Road,
Mumbai-400 026, India.

Ngay 16/10/2015, Cyc Quan ly Dugc nhin duogc don dé nghi dé ngay
28/09/2015 va cde tai lidu ¢6 lién quan cia congj by (%0 tiép nhén 1331/TDNN)
ve vide thay doi dia chi cong ty ding ky d6i vai thude nmurdc ngoai da dugc céap
<6 dan g ky luu hanh,

Cian ¢ Théng tir 86 44/2014/TT-BYT ngay 25/11/2014 cta B8 Y té Quy
dinh viée diing ky thube,

Cén ctr bién ban t)é,m dinh hé so thay dbi/bd sung, Cuc Quan Iy Dugc cd
v kién nhu sau:

Bong v dé cong ty dugce thay d6i dia chi cong ty ding ky déi voi thube
Candid Mouth Paint, 36 dang ky: VN-14180-11, cu thé:

- Dia chi cong ty ding ky dd duoc duy@t. Plot No. E-37, 39 MIDC Area

Satpur, Nasik 422 007 Maharashtra.

- Dia chi céng ty ding ky thay doi: B/2, Mahalaxmi Chambers, 22

Bhulabhai Desai Road, Mumbai-400 026, India.

Ngoai ndi dung duge thay doi trén, tit ca cdc néi dung khéc gift nguyén
nhu hd so diing ky thube luu tai Cuc Quan Iy Duoc.

Cong ty ding ky, nha san xuét phai chiu fréch nhiém vé chit luong a6
voi thube luu hanh trén thi truomg: va ¢6 trach nhiém thong bao sur thay dbi nay
dén céc co quan lign quan va khach hang,

Sau 03 thang ke tir ngay ky ¢bng viin ndy, cong ty khédng duge nhip khiu
thude trén dia chi cii cta cong ty dang ky.

Cuc Quan ly Dugce thong béo dé cong ty bidt va thuc hién ding cac quy
dinh etia Viét Nam vé huu hanh thube./.
Noi nhin:

- Nhu {rén;
-Luu: VT, BT (BH).
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QUYET PINH CONG BO CO SO SAN
XUAT THUOC DAT '"HEU C PIC/S-




Sy K bt Cye Quin

4 e BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
EYC QUAN LY DUGC Dgc ¥p - Ty do - Hanh phic
S6:10212 /QLD-CL Ha Ngi, ngdy 20 thang 11 ndm 2023

V/v cong b két qui dénh gia dap ung
GMP ctia co s§-sin xuit nuée ngoai

(Bot 32)
Kinh guri: .
- SO Y té céc tinh, thinh phd tryc thude Trung wong;
- Céc co s& ding ky, san xuét, kinh doanh thudc nudc ngoai.

Cén ctr Nghi dinh 54/2017/ND-CP ngay 08 thing 5 nim 2017 ctia Chinh phi
quy dinh chi tiét mot sb diéu va bién phap thi hanh Luat Duoc;

Cin ctr Nghij dinh 155/2018/NB CP ngay 12 théng 11 ndm 2018 clia Chinh
phti sira d6i, bd sung mdt s6 quy dinh lién _quan dén didu kién diu tu kinh doanh
thudc pham vi quan Iy nha nueée cia By Y té;

Cén ctt Thong tu 56 35/2018/TT BYT ngay 22/11/2018 cia B tredng BO Y
té quy dinh vé Thuc hanh tbt san xuét thube, nguyén lidu lam thudc;

Can o Thong fir & 12/2022/TT-BYT ngay 21/11/2022 cua BS truong B Y
té stra d6i, b sung vi bii bé mdt so Piéu cla Thong tw s6 35/2018/TT-BYT ngay
22/11/2018 clia Bo trudng BO Y t& quy dinh v& Thuc hanh t6t san xuit thudc,
nguyén liéu Iam thuoc

 Cuc Quan ly Dugc théng bao:

1. Két qua danh gia d4p tmg thue hanh t5t san xuAt chia co 86 san xudt thude,
nguyén ligu lam thudc taj mrée ngoai (GMP) Dot 32 tat:

- Phy luc 1: Danh sach co sé& san xuit thude, nguyén liéu lam thudc tai nude
ngodi dap tmg Thyc hanh t8t sin xuit thubc (GMP) - Pot 32;

- Phu luc 2: Danh sach co sG sdn xuht thude, nguyén lidu 1am thude tai nude
ngoai dap vmg Thuc hinh t6t san xudt thudc (GMP) duge d_iéu chinh ndi dung da
cbng bt Pot 1 dén Pot 31;

- Phu fyc 3: Danh séch hd so & nghi dénh gi4 dap tmg GMP cua céc co s&
san xuit thudc, nguyén liéu lam thudc cin bd sung, gidi trinh - Pot 32;

Céc doanh nghlep cin ¢ ndi dung cén b6 sung, grcu tnnh tai danh sach trén

dé giri vin thy bd sung, gial trinh vé Cuc Quan 1y Duoc dé tiép tuc duge xem xét,
cong bd.

2. Céc Phu luc 1, Phu luc 2, Phu luc 3 trén va Danh séch cdp nhat cic €0 8¢
san xudt thude, nguyén ligu lam thude tai nuée ngoai dap tng Thuc hanh t6t san
xudt thude (GMP) tir Dot 1 dén Dot 32 duge ding tai trén trang théng tin dién tir
ctia Cuc Quan 1y Duge - http://dav.gov.vn - Muc Thuc hanh tdt GXP. Cac danh
sach dugce cong bd theo dinh dang, PDF va Excel d& cic co so thuan lgi trong ira
etrn. S& Y té cac tinh, thinh phd true thude Trung wong, cic co s& y té cong lap sir
dung céc danh sich tai Phu luc 1 va Phu luc 2 cia céc dot cong bb dé xét cac géi
thiu thudc theo diing quy dinh ctia Thong tw 15/2019/TT-BYT clia B truéng B§ Y




té vé hudng din diu thau thudc tai cac co s y t& va cc quy dinh cia Luft Péu
thau.

3. Co s& san xuét, dang ky, kinh doanh thudc khi ndp hd so dé nghi danh gi4
dap ung GMP cua co s& san xuét thude, nguyén lidu lam thude tai nude ngoai theo
quy dinh tai Nghi dinh s& 54/2017/NB-CP, ndp kém thém cac Gidy chimg nhin
GMP, Bio cdo thanh tra theo tidu chudn EU-GMP, PIC/s-GMP hodc twong duong
(néu co) dé duoc danh gia, cong bd dap tmg cac tidu chudn nay.

Céc co 56 san xudt, ding ky, kinh doanh thudc da ndp hd so @ nghi danh gia
d4p tng GMP cia co sd san xudt thudc, nguyén liéu lam thudc tai nudc ngodi daé
ding ky thudc, nguyén liéu lam thuéc hodc dé phan nhém thube theo céc tiéu chi
k¥ thuét quy dinh trong Thong tu 15/2019/TT-BYT ngay 11/7/2019 cia BG trudmg
B Y té quy dinh viéc diu thdu thude tai cac co sb y té cong 1dp; Thong tu
06/2023/TT-BYT ngay 12/3/2023 cia B§ truéng BO Y té stra d6i, bd sung mot sb
didu ctia Thong tu 15/2019/TT-BYT ngay 11/7/2019 quy dinh viéc déu thau thude
tai cic co sOy té cong lap nhutng chua duge cong b6 trong dot niy, Cuc Quan ly
Duoc dang tién hanh danh gid va s& tiép tuc cong bé trong nhitng dot tiép theo.

Céc co 8¢ san xudt, ding ky, kinh doanh thudc phai ra soét, kip thoi cép nht
tinh trang dap (tng GMP cia co s¢ sén Xudt thuoc nguyén liéu lam thubc nude
ngodi theo ding quy dinh tal diém d, khoan 1 Piéu 100 Nghi dinh sb 54/2017/N5D-
CP ngay 08/5/2017; Iuu y a6i v6i cac co s& san xudt nudc ngoal c¢6 Gidy ching
nhian GMP dugc gia han hidu lyc theo chinh sach trong giai doan dich Covid-19

‘clia ¢o' quan quan ly duge cac nude.

Cuc Quan 1y Duge thong bdo d& cic don vi biét va thyc hién ./.

Noi nhin: KT. CUC TRUGNG
- Nhar trén;

 Cuc truémg Vi Tuin Cudng (€ blc); - BHQ CUC TRUONG

- CycQuin Y -B9 Quéc phong;

- CycY te B§ Cong an;

- Cuc Y t6 GTVT - BG Giao théng vén tai;

- Cic bénh vién trie thude B Y té;

- Website Cyc Quén ly Dugc;

- Phong Pang ky thudc, Quan 1y gia thudc (dé p/hop);
- Lwu: VT, CL.
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- glenmank
Glenmark Pharmaceuticals Ltd. A e way far 3 new world

QUALITY CONTROL DEPARTMENT
CERTIFICATE OF ANALYSIS FOR RAW MATERIAL

Name of Material CLOTRIMAZOLE USP

Inspection Lot No. NR/21/0652 NMfg. Date JUN. 2021

Vendor Batch No. CLE/2106/00698B Exp. Date MAY 2026

Manufacturer Name | AMOLI ORGANICS PVTLTD | Qty. Received 50.0gm

Supplier Name AMOLY ORGANICS PVTLTD | Date of Release 1ateglare

o) TEST SPECIFICATIONS OBSERVATIONS

01. | Description White to pale yellow, crystalline powder. | White crystalline powder.
Melts aft  about 142°C  with | Melts at 141.0°C with
fecomposition. decomposition.

02, Solubility Practically insoluble in water; freely | Complies

[ soluble in methanol, in acetone, in
chloroform, and in alcohol,

03. [ Idenfification A) By IR: The Infrared absorption | Complies
spectrum of the sample should be
concordant with the spectrum obtained
from Clotrimazole RS/WS.

B) By HPLC: The retention time of the | Complies
major peak of the sample solution should : :
correspond to that of the standard
solution, as obtained in the test of assay.

04. | Loss on drying Not more than 0.5%. 0.24%
05. | Residue on ignition Not more than 0,1%. 0.06%
06, Limit of imidazole Not more than 0.5%, Complies
07. Limit of Clotrimazole | Not more than 0.2%. 0.025%
relaied compound 'A'
08. | Assay Between 98.0% and 102.0%. 08.93%
{On dried basis) '
Compiled By Checked By Approved By
Name : cuncd ¢ Randlo® | Modooor maadpend | e Joume Yndav
Signature: AR 1 (B ' C
Date : o lend 1% 042072 (309" 2ned
Designation : | % 0 TReceA E;(e_c;«—d;-ﬁrt DA Arfd s prenefen QA

Pdge 1 of 2

Glenmark Pharmacenticals Lid, :
Plot No. E - 37, 35, D-Road, M1.D.C,, Satpur, Nashik - 422 007, Mahatashira Stase, India,
T+ 91 253 6613999, 6613748 F : 91 253 2352707 W : wwwglenmatkpharma.com

Registered Office : B/2, Mahalaxmi Chambers, 22, Bhulabhai Desai Road, Mumbai 400 026
CIN - L24299MHE9T7TPLCO19982 Erail Id ; complianceofficer@glenmaskpharma.com



Glenmank

A new way for a new world

Glenmark Pharmaceuticals Ltd.

QUALITY CONTROL DEPARTMENT
CERTIFICATE OF ANALYSIS FOR RAW MATERIAL

Name of Material CLOTRIMAZOLE USP
Enspection Lot Ne. NR/21/0652 Mfg. Date JUN, 2021
Vendor Batch No. CLE/2106/0069B Exp. Date MAY 2026
Manufacturer Name | AMOLIORGANICS PYTLTD | Qty. Received 50.0gm
Supplier Name AMOLI ORGANICS PVT LTD | Date of Release 131 b.gf2ae
In-House Tegts
09, Residual solvents
Acetone Not more than 5000 ppin 473 ppm
Toluene Not more than 890 ppm Below Quantitation Limit
Triethylamine Not more-than 5¢ ppm Below Detection Limit
Benzene Not more than 2 ppm Below Quantitation Limit
id, Bulk density Between (.35 g/ml and 0.8 g/ml, 0.527 g/ml
11. | Sieve Test 98 % passes through 100 mesh. 100% passes through 100
, . mesh.
12. Clarity and colour of [ 1) The solution should be clear and | Complies
solution colourless.
2} The solution should be clear, Complies
13. Related  Substances
(By HPLC)
Impurity A Not maore than 0.2 % Below Disregard Limit. -
Impurity B Not more than 0.2 % 0.062%
Impurity D Not more than 0.2 % Mot detected
Impurity E Not more than 0,2 % Not detected
Impurity F Not more than 0.1% 0.070%
Any other unspecificd
impurities Not mote than 0.1 % Below Disregard Limit.
Total Impurities Not:more than 0.5 % 0.132 %
Remark: - . The material complies as per specification,
Compiled By Checked By Approved By
Name : TCurad s ¢V Bundin © | pJodwoor medpen’ | Mo [eapwn Yeda
Signature: AR ' (1R ' Ty
Date: 12104 20 09 e (2. 6% e
Designation : I R Erxecedive. @i Aol Mavefen — &-fv

Page 2 of 2

Glenmask Pharmaceuticals Lid.
Plot No. E - 37, 39, D-Road, MED.C,, Satpur, Nashik - 422 007, Mahaxashtra State, India.
T: 91 253 6613999, 6613748 ¥ ; 91 253 2352707 W/ ; www.glenmatkpharma com

Registered Office : B/2, Mahalaxmi Chambers, 22, Bhulabhai Desai Road, Mumbai 400 026
CIN - L24290MH1977PLCO19982 Email Id : complianceofficer@glenmarkpharma.com
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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc lap - T do - Hanh phic
(B§ phin mdt cira) Ngay 28 thang 09 ndm 2023
Sb: 8863e/QLD-GT

. . X PHIEU TIEP NHAN | X
HO SO Kf KHAVKE KHAT LAI GIA THUOC/THAY POL BO SUNG THONG TIN
1. Co s& ké khai: CONG TY TNHH DKSH PHARMA VIET NAM
Dia chi: S 23 Dai L6 Déc Lap, Kbu cong nghiép Viét Nam - Singapore, Phudng Binh Hoa, Thinh phd
Thuin An, Tinh Binh Duong
Dién thoai: 0902926622

2. Loai ké khai gia: Lan diu K& khai lzi :
Thube nude ngoi khi nhap khéu [x] [
Thudc san xuét trong nude [ ] '.
Thudc d& nghi thay déi/bb sung théng tin [_

_3. 56 van ban ké khai/ké khai lai/thay d6i, bé sung: 712/23/DKSHP(101235539)/1
4. Théng tin thudc ké khai, ké Khai lai:

A £ S6 Nong 39, Ham| Quy cdch o £ i £
Tén thude GPLH/GPNK lrgng dong péi Co sé sdn xuat - Nwde san xoaf
Candid Mouth Paint | VN-14180-11 0,01 Hop 1 Io 15ml |Glenmark Pharmaceuticals Ltd. - An
; D5

5. Danh mue ho so:

Bang ké khai/ké khai lai gid thudc/Vin ban d& nghi thay déi, bd sung thong tin
Tai liéu khac (Ghi 16):

- Gi4 mua tai cira khiu Viét Nam (gia CIF)

- Chi phi t3i chinh (néu c6)

- Chi phi quén 1y

- Gi4 thanh toan b 01 (mot) don vi san phim

- Ty gi4 Vietcombank niém yét ngay 27/09/2023

- Thu Gy quyén

Ghi chii: ) )
- Phiéu:ticp nhan nay-chi c6-gid-tri xécmhin cosd-dd tién hanh tha tuc ké khai gia thudc theo quy dinh-tai
Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018

-Gia thuéc’ké khai, k€ khai lai va thong tin thay dbi, bd sung s& duge cong bd trén trang thong tin dién
ctia BO Y té theo quy dinh.

PEAHEE

NGUOI NHAN HO SO

Ding Anh T

MA HO SO: 115296/7157
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CONG TY TNHH DKSH PHARMA VIET  CONG HOA XA HOI CHU NGHIA VIET NAM

NAM Doc Hp - Ty do - Hanh phiie

Binh Duong, ngay 27 thang 09 ndm 2023

BANG THUYET MINH VE CO CAU GIA
(Dbi véi thude nhap khiu)

Tén thube, S8 gidy ding ky luu hanh/Gidy phép nhip khau: Candid Mouth Paint, VN-14180-11
Hoat chét, nf)ng d6 hodc ham lugng: Clotrimazole, 0,01

Dang bo ché, quy céch dong goi: Dung dich bdi miéng, Hop I lo 15ml

Tén co sé& san xuit, nude sin xuit; Glenmark Pharmaceuticals Ltd. An Do

L BANG TONG HQP TINH GIA VON, GIA BAN THUOC NHAP KHAU CHO MOQT BON VI
DONG GOI NHO NHAT

STT Khoan muc chi phi Dan v T‘?g,‘;?})ti‘*“ Ghi chii
‘A |San luong nhip khau lo
B |Gia vén nhap khiu
Ty gia
Vietcombank
| |Gia mua tai cira khiu Viét Nam (gia CIF) o 16.442 gg‘j‘g‘gﬁ(ﬁ;ﬁw
24,540
VND/USD
2 |Thué nhép khau lo
3 |Thué tiéu thy dic biét (néu cb) lo
4 |Céc khoan thué, phi khac (néu c6) lo
5 1Céc khoan chi bang tién khéc theo quy dinh (néu cb) lo
C |Chi phi chung
) Chiém 4,11% so
6 |Chi phi tai chinh (néu co) Io 1.135}vs gia ban chua
VAT
Chiém 29,72%
7 {Chiphibin hang 1o 8.208}s0 vs gid ban
chua VAT
Chiém 1,64% so
8 [Chi phi quan Iy lo 453)vs gia ban chua
VAT
D |Tongchiphi . 26.238
P |Gi4 thanh todn bd 01 (mdt) don vi déng go1 nhod nhit lo 26.238
E |Loi nhuan dy kién Io 1.381
G |[Thué gi trj gia ting, thué khic (néu c6) theo quy dinh lo 1.381
H_[Gid ban du kién lo 29.000

iL GIAI TRINH CHI TIET CAC KHOAN MUC CHI PHi CHO MOT BPON VI BONG GOINHO
NHAT (kém theo cac tai lidu lién quan daé chu'ng minh)



I. Gid mua tai clta khéu Viét Nam (gid CIF)

2. Thue nhép khiu

3. Thué tiéu thy dic biét (néu o)

4. C4c khoan thué, phi khac (néu ¢b)

5. Cac khoan chi bing tién khéc theo quy dinh (néu c6)
6. Chi phi tai chinh (néu co)

7. Chi phi ban hang

8. Chi phi quén ly

9. Gi4 thanh toan by 01 (mot) don vi sdn phim

10. Loi nhuén dg kién

11. Thué gié tri gia tang, thué khac (néu cd) theo quy dinh
12. Gid ban du kién

13. Piéu kién giao hang/ ban hang

TIL BANG SO SANH MUC GIA PE NGHI VGI MUC GIA THUOC TUGONG TU O THI TRUONG
TRONG NUGC VA THI TRUONG MQT SO NUGC TRONG KHU VUC

- Doanh nghiép x4c nhin khéng co thong tn

Pai dién co s¢ nhip khiu
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1 Lt wedn A
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SAME SIZE ARTWORK .
GARTON SIZE : 28 mm x 32 mm x 77 ™%

Tampesimon:

Clotrimazole USP.....1% wr
in Propylens Giyeol USP
and Glycorol BP base 9.5

| CANDAY MO
“Tadan phlim Clotricwzel UEE 175

tndication, Administration
& Cenwalndicaton:
Ses package [nsarl.

CTURE THE PLUD

clotetmazols
CAAEFULLY READ THE . r
INSERT BEFORE USE

KEEP OUT OF REACH .
OF CHILDAEN

Stons balow 30°C.
Erotect from dght.

ik Uiizg, v
5 Tusing SR et

“ SRAL THRUSH
- TREATMENT

S 27,39 MIGC A,
 Wasit 222 €07 Mahanesh

" FOR AFPPLICATION
i THE MOUTH

WVISA HO.
Mfg. Lie, No. NKD/E03
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SAME BIZE ARTWORK
LABEL $IZE: 64 mrn % 28 mm _

Thirn

I SAREFLILY ARA THE

| inmERTbaFERg LSE "

H KEBS OUT CF AZaCH E

i ﬂuﬂlz,hyw: 5

| Som dnio I FOR APPLICATICR i

P man WTHE MDBTH i J

S LA

200% ENLARGED ARTWORK ,f_,
| ABEL SIZE: 84 mm x 28 mm 5

o

Clotrimazole % v
in Propylene Giyeol LISP

and Glycarol BP base 4.s.
indlcation, Adinistration

& Contralndication:
See package ingert.

INSERT BEFORE USE
KEEP GUT OF REACH
QF CHEDREN

Stare below 30°C.
Protect from light.

YiSA NC.

Mig. Lic. Mo, NKD/BO3
Batch No. |

g
canOid
clotmimazote

ms_bz_u_mbo._.c RED BY :

M

CRALTHAUSH " PHARMASEITICALS LTD >

. - TEUTI . |
TREATHENS PLOTNG,£37.38, DFOAD MIS, 2 _
SATPUR, NASHIKC 422 0677, g

£0R APPLICATION VALARASHTRA STATE, RIDIA. A
1N THE WIDUTH @ Trade Mask W
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200% ENLARGED ARTWORK
LABEL SIZE: 64 mon x 2% mm

in Pﬁzp\ﬂe‘.«m Giyw! uSP
znd Glyosria BP base s,

Inhication, Administiation
& Condraindication:
Bow packags ingad

L&R( FULLY READ
INGERT BEFORE 8g
KEEP QUT OF REACH
OF CHBDRER

Spediication in-houss

Biera i1 5 eodl Gy page
Prodent (tom Yght

VISA MO
Hp, Lie Mo, BEDA
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TREATWENT
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B k§ g dedn sib dung iride i diong
Néy aim thém fdhidng i, xin kol ¥ kidh bie §T Ifﬂ;ue ndy ehi ding theo don era hde 57

Thade bl midng C&NE}EEV Mouth Paint

THANR PHAR
Clotrimazole U8SP L T % kAL
Té duger Propylene {k iyml U.S.F vh Glycsrin B.P. vd,

MO Th:
Hoat chat vha Candid Mouth Paint 1 clotimazele, mét chit chéng adm nhdm imidazole, dling diéu 1]
taiehid cie nhiém ndm nong. Cong thite hod hae (3 1-{alpha-2-Chlorotrity ) imidazol.

DUGG LY HOG

Clotrimazole 1i Qg chiit ¢hing nfin nhom lnidazole, o6 e dung digt ném do e chd g hop sterof

ol ndm. Clotrimazale Go ohd s chivydn d81 gua xie tie enpym dr 24-me h}inmd %v'{imi asierol

thanhdemethylsterol, tidn chit cla ergosterol, mot thanh philn quan rong tee ndu mang ié bho chél cun

rir,

O ndng do didt ndim (6 thide, Clowrinnazole gay vd 1i cde thanh ;h”iﬂ ;\hof\"a o ca ndi bao vio moi

g Adng thint phd v actd nucleie (€ bl vi Tm ting mdt kali, )0 otm gay 10 71 v thank phdn ndi &

ki thidh vén dfn dén G ohe ng hog cic dai phan 1 nhy pratein, Hpid, DNA v p{»%} faridd

e e chE of the Rhde Hén quan dén foat 1fnh khing nfm bao gém cmiﬁ hudine dén ATPuse ming (655

chit, Fah hudng dén cic enzym kbdc oia mimg & blo, anh hudng den vin chuyén ming &

chuyén hdu acid b,

Ti dusic: pwmm;c glycol va glycerin gidp kéo dai thil gian Gép xde cla Clotrimazole véi cic v&t

ﬂman v i, didu niy it cdn thigl ¥6 dide i & khoang migng do nudc bot dé lae wdi thude, Propylene

a?i\, mi Ay’ mdit surde cho i nhi d:s we gitp cho e dyng Khdag ndm cla Clotrimazele. Glyeerin ¢d
vai trd nhur motehat i di, chiong vidn v tao ngot, gify 1 ba SHV nhan dé die g thude,

Phi khdng ndon '

Clotrimazole 1 mot thude khdog ndar phd rong de ché sy phis tign clia hda hél cde nim ¢

bedi; bae gim Blastomyces dormtitls, Candida spp ( Cloirimszole ob tic ding twong w %—éa

fai "’"’;méxdd spp, O ‘secocioides immitis, Cryptocoeens neoformang {Torula histolytica), ]Ew*; mzﬁrs;ﬁ};w '3

(Tric wph fdon, Microsporum, Epdermophylon}, Histopfasmu capsuiatom, Mulasserix furfur, Naegleria

fowleri; Nocardia spp, Paracoceidioides buas Tensis, fspramiuc,]zeam schonckil,

Clotrimazole ¢dn o8 tic dupg inviteo chng lai mdt 56 vi ghodn Gram doong vh Trichomm

~

wagiralis,

DUGE PONG HO
Ciconghign oifu duoe ddng hoc vt Candid Mouoth Paint chua dugt thue R, Sau diy 13 cde di ligo
dugic dong hoc vé cde chd p shir Clotrbmazole ding noil da:
Hidp thu: Hilp b tedn thin cla Clotrimazele khi boi ngodl da 1 o8t ihdp, Sinh K
Khang phit hien duge Clotrimazole trong huyel thanh va cie thimg s sinh b
aﬂiama oftn trén ddng vt mmg Clotrimazole ha ngoil da.
Phidss b San Yo béi ngodl de, Clomimazole di vao Idp simg, 16 p) gui, iép b
a3 Closrirnazole rong cic 165 bide b} cuo hon ndng dé o chd 14 thidu cho
Nong d6 cap ahdt dat duge wong 1ép simg (30-100megimb) vt mg:, 4 thipy
.’%zaﬁ_{ﬂm’rni‘l”
Chaeyeh hda: Hia bet Clotiimazols di bl thu b chuyén hés thanh ede chdl chuy
chioh v 3 chit phi) va thai iy qua nude tidu vi phan
Thei iv: Clowrimuzole 1hil e nhidu qua | pliin, chit y&u qus baj et &«
Khiodng 0,05:0,5% thii tir thude, Thist gian bin thidi e chit me i 3.5-5 gi it

CHIBINK

Candid Mouth Paing dwee ¢hi dinh d€ didu i nhiem candida mium.

Nhigm Cundida miéng of thé lip & 178 s sinh (a miduz) vh G 1ed em/ngeli 19n 06 ring gia
piff vé sinhidng migng kéwm, diing $eroid xit hong (vl du cie binh ohén ‘wn bsh nhin 1g
didu tri thude e ché mifa dich kéo dai, clic tinh imw suy gidm midn dich ol HIV-AZDS.

khing 18,
dubing,




CIEY DUNG VA CACH DUNG

2y Mot que bong v frimg, thim 10-20 g:zoz (1;2 den 1ml) (,Aé\l“’iﬂ Wrouth Paint, thoa nhe vio frong
micng 3 dén 4 Jin méi ngay. Chit ¥ phai bot kin mel vt thiong 10, Cin phad ol ¢ leifry sodt bl kY
nhan 18 nlo din d&n shifm nim 46 ngin chin bénh [al phat. Tre am nhai damc gifin sl ¢hal ohE ndu
g £ andid Mouth Paint. Tinh tang e ih chamg frgie ol thién ngay trong rudn dén dide B
ngin chiin héab 1h phit, phdl wde mﬁh diing ciin nguyén bénh chng c‘*ic nhan 1 0 gay binh 48 xd 1y
a,ﬁw thich ]m“p

Hmw cho. cie d6i tuong dac bict

Plie nit o theri: Phin ahom B CHud ¢ cde nghién ciiu d‘l} db vi duge mun sodt st & pha alr ¢ J;L.x
Clofrimazale dvn& ngoli dadirge dimg pap 16 vil khong oé bing chitng ¢ hdp thie tolh Wiy, ngd 4o
dhiai hiy gudi thai & oie nghign ol rén démg v Chi ding Candid Woush Paint cho phu pired hal néy
thife sif cdn thigt,

N Ehoa: An Tofin v higu quéd cho tréen, bao zdm bé xo sinh d duge xdc dinh khi dimg ding 1igo
Khuyén cdo. Tré em p S dudic gidm st chit ohd ndl dimg Candid Mouth Paint, Nén ding Tiés thilp nhit
rong thai gian ngan nhit od thé.

&

CHONG CHE BINH
Chidngeht au*lz CANDID Meuth Paind cho ode hénh nhin min ¢im vdi Bt off thinh phili ndo ois thufs
n?wf{ atzmmm}e, propylens glyeol vt glveerin,

THAN TRONG VA CANH BAC
Chidé ditng boi vao niént mge migng, Khéng dwge _mu;ﬁ Ty nudi, Trank day vioe ‘T'?n‘
Than trong khi ding cho ré em {diis bkt G L el 2 uady, dudi suchi dfn va gido s chat ohE ol biic

ST
W& ph0t phid e, b bie st ngay (xem Qua lidu).

TACDUNG KHONG WONG M UGN
Ciie ché pham Clotrimazole dimg agodi da duge dung sip e, Cac e duns khbng mong mula ob hé

N

Bao oo ban dé, dau nhdt, héng raf, hgifa, may day v& phi. Vism da tip wic him khi cdy

TUUNG TAC THUGC:
Chira of thong tin vE tuong tie thide v Clotrimazole dumﬂ npoit da. VI thude tit i Bip the, ting tée
véi che thade dimg dubing todnt thir 1 hin nhir khéng xdy va.

Tiunk gy ung thr, 461 hido gen vi eny oidm ki rmﬂ;,, smi} LRi

Kh{ba‘;g o e ficu vé e dung ctia CAN DID Mouth Paint vé tinh gay ung thy, déting
kha tang sinh s

Mot nghidn odu 18 thing ding © Yotrimarole niing eho chudi clng khtng o %‘m'hf{\' tac i

0io. Emm cho iy nghitom ghy Aot bisn gen, phidm 540 1 s-:. cha tinh ring o c;t dang”

c_i‘}_z,x_;}.;m ﬂh;m* il {‘foimammir: vét kidm trn o thay c* v i irde ong gz 1 dogn ph 3

=

v LY ‘}J‘A!E

Khi thir, chuot duge ding 5 lidy Cloti imazete 100 f“?ﬁ, ., & qud nghien ofu cho thily
ichong gy ddt Bidhy gen. Chudt nhit, chudt cong vl they mang thul fjuf‘u., Hing Clowlmazoie ﬁ!“:g; oAC §
& 15 200mefkg khong thiy ?;gg) dée thai hay qudi thal, Ding Clotrhmazole dudng i do cho clpsit
ciing vdi How Ten s 100me/p khong o6 dnh hudng dén kh h ndn siph sdu, Rhong 28

gquii %}mz.

GUALIEU:
Khong of khi ning ding quit Bidn Clofrimazole cho dang ditng rgoh i
Clotrimazote diing ngoii da dvoie dung hap 11 vi kKhong bi hip thi vk
uding chio thay néu 1B umz(g phat cic ldu-don Clotr meuoi @, fm(}c moml
wing lidn cad, thulic of tie dung gdy aom manh, gilp logl bo
31“ {3u, cis bdo bic sTngay,
DE xit thm voi ciia el em. Khong dung thudequs by st ding.
T h(mg biio cho baes nhivng the dung khing moeng mudin xhy va khi st dung thudn,
a‘}cmggm* Hop lig 3 ml
Bdo g dudi 257C, traoh dnh sdng.
Han é;mg, 36 thang k€ fr ngdy sin xudt
Tiéu chiudnt Whi sdn xudl
Sén xudt ok
@LENM&RE{ PHARMAGEUTICALS LTD.

Dioe WNo, F-37, 39 MIDC Arey, Satpur, Nasif-422 007, Maharashirg, INDEA




