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GOVERNMENT OF THE PEOPLE'S REPUBLIC OF BANGLADE$H

MINISTRY OF HEALTH & FAMILY WELFARE
DIRECTORATE GENERAL OF DRUG ADMINISTRATION

OUSHAD BHABAN, MOHAKHALI
DHAKA.I 2 1 2, BANGLADESH

urunr.dgda.gov.bd
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A,,itr This cefiificate conforms to the format recwnmended by the ltorld l-lealth Organhation {WHO}

Certificate Number: DA/6-31/2000 /!''O6(. Date:/!-1 oB/2021

*

It is hereby certified that M/S.Advanced Chemical Industries Limited a drug (Pharmaceutical Products)
manufacturing and marketing organization, has been given license to manufacture and sell its products
freely in the People's Republic of Bangladesh as lawfully required and granted in pursuance of The Drug
Act, 1.940 IXXIII of 1940) and the Drugs (Control) Ordinanc e, L982.

On the basis of the inspection carried out on 1,0-09-2020 & 24-1,1,-2020 we certi$/ that the site
indicated on this certificate complies with Good Manufacturing Practices & regulatory norms for the
dosage forms, categories and activities listed in Table 1.
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T'he License information are as below:
1,. Name & Address of Site:

2. Drug Manufacturing License No. :

3. Table-L

M/S. Advanced Chemical Industries Limited
7, Hajeegonj Road, Godnyl, Narayangonj, Bangladesh
Biological - 51 Date of Issue: 23/08/1963
Non Biological - 21.3 Date of Issue: 23/08/1963
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facturing Practice (GMPJ for Pharmaceutical Prodr"rct[s) I Page 1 of5
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'Iablet:
Uncoated Tablet,
F-ihn Coated Tablet,
Enteric Coated Tablet,
Sugar Coated Tablet,
Dispersible Tablet,
Controlled / Sustained
Release Tablet,
VaginalTablet,
Compression coated
Tablet, Bi-layer Tablet.

Antibiotics & Chemotherapeutics,
Antihypertensive & Cardioprotectives,
Antacid & Anti-ulcerants, Hematinics,
Antidiabetics, Anthelmintic/
Antimalaria /Antidiaruhoeal/
Antiprotozoal, Steroids, Antiemetics,
Anti-inflammatory, Antispasmodics,
Antiseptic, Antihistamines &
Antiallergics, Antidepressants,
Dermatological & Anti-Fungal,
Anti-asthmatics & Bronchodilators,
Angiolotic, Antipsychotic, Anti-viral,
Hypnotic, Laxative, Sto malogical,
Topical, Fungicidal, Multivitamin,
Anti-schizophrenia, Antivertiginous,
Supplerncnts, Analgesic,
Anti-parkinson, Antico agulant,
Anti-epileptic, cholagogue and
choleretic,

. Sourcing & procurement of RM/PM from
app roved sources/vendors.

. Quarantine of RM/PM in W/H

. Sampling and testing of RM/PM

. Release of RM/PM

' Formulation design & development
r Material requisition and receiving from WH.
. Dispensing of RM/PM
. Control of manufacturing environment
. Production: Granulation, Compression &

Coating(if applicableJ
. Packaging & Labeling
. In process control of Intermediate, Bull< and

Finished products
. Quality Assurance: Control of Manufacturing

environment, In process Quality Control &
Finished product analysis

. Documentation

. Batch release

. Storage of Finished Products
Antibiotics, Antihypertensive &
Cardi oprotectives, Anti-ulcerants,
Hematinics, Vitamins & Minerals,
Analgesic & Anti-infl ammato ry,
Anti-parkinson, Anti-viral, Obesity
management.

Capsule:
Hard Gelatin Capsule,
Controlled / Sustained
Release Capsule

. Sourcing & procurement of RM/PM from
approved sources/vendors,

. Quarantine of RM/PM in W/H

. Sampling and testing of RM/PM

. Release of RM/PM

. Formulation design & development

. Material requisition and receiving from WH.

. Dispensing of RM/PM

. Control of manufacturing environment
r Production: Granulation, Compression &rePs%
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Coating(if applicableJ
. Packaging & Labeling
. In process control of Intermediate, Bulk and

Finished products
. Quality Assurance: Control of Manufacturing

environment, In process Quality Control &
Finished product analysis

. Documentation

. Batch release

. Storaqe of Finished Products

tt
t

I
Syrup / Solution /
Suspension

Chemotherapeutics, Analges ic,

Antibiotics, Antiviral,
Antipyretics & Anti-
inflammatory, Vitamins &
Minerals, Hematinics,
Anthelmi ntic / Antimalarial,
antidiarrh oeal / Antip roto zoal,
Antiemetics, Antihistamines &
Antiallergics, Antacids &
Antiulcerants, Laxatives,
Expectorants, Antiasthmatics &
Bronchodilators,
Antidiarrhoeal / Antiamoebics,
Multivitamin, Dopamine
Antagonist, Antispasmodics,
Anesthetic, Germicidal, Adrenal
Corticosteroids, Anti septic.

Sourcing & procurement of RM/PM from
approved sources/vendors.
Quarantine of RM/PM in W/H
Sampling and testing of RM/PM
Release of RM/PM
Formulation design & development
Dispensing of RM/PM
Control of manufacturing environment
Production: Preparation &Filling
Packaging & Labeling
In process control of Intermediate, Bulk and
Finished products

Quality Assurance: Control of Manufacturing
environment, In process Quality Control &
Finished product analysis
Documentation
Batch release
Storase of Finished Products
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Pediatric Drops Analgesic, Antipyretics &
Anti-inflammatory, Vitamins &
Multivitamins, Anthelmi ntic /
Antimalarial, Antidiarrhoeal /
Antiprotozoal, Antiem etics,
Expectorants.

Sourcing & procurement of RM/PM from
approved sources/vendors.
Quarantine of RM/PM in W/H
Sampling and testing of RM/PM
Release of RM/PM
Formulation design & development
Dispensing of RM/PM
Control of manufacturing environment
Production: Preparation &Filling
Packaging & Labeling
In process control of Intermediate, Bulk and
Finished products

Quality Assurance: Control of Manufacturing
environment, In process Quality Control &
Finished product analysis
Documentation
Batch release
Storage of Finished Products
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Dry Powder for Suspension /
Pediatric Drops

Antibiotics, Antidiarrhoeal /
Antiprotozoal, Dermatological
& Antifungal, Macrolides,
Carbapenem, Beta-lactam
antibiotics

. Sourcing & procurement of RM/PM from \,
,pprou.d sources/vendors. 

$. Quarantine of RM/PM in W/H p'l
. Sampling and testing of RM/PM dd. Release of RM/PM s\. Formulation design & development d. Dispensing of RM/PM $,. Control of manufacturing environment ft. Production: Preparation & Filling $. Packaging & Labeling f
. In process control of Intermediate, Bulk and F

Finished products &
. Quality Asiurance: Control of Manufacturing d

environment, In process Quality Control& fr r

Finished product analysis }r Documentation -/ qffi
F ...,w turing Practice (GMP) for Pharmaceutical Product(s) "'O# Page 2 of 5
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Cream/Oinfinent/Gel Analgesic & Anti-infl ammatory,
Antiseptic, Dermatological &
Antifungal, Steroids.

Sourcing & procurement of RM/PM from 'fl
approved sources/vendors. I
Quarantine of RM/PM in W/H 1
Sampling and testing of RM/PM f
Release of RM/PM I
Formulation design & development t
Dispensing of RM/PM t
Control of manufacturing environment {Production: Filling d
Packaging & Labeling I
In process control of Intermediate, Bulk t
and Finished products 

1i
Quality Assurance: Control of
Manufacturing environment, In process I
Quality Control & Finished product analysidi
Documentation 

L J 
?/

Batch release I
Storage of Finished Productr !

Dry Powder For Iniection Antibiotics, Antispasmodics, Steroids,
Antiulcerants, Carbapenem,
B eta-lactam antibiotics.

Sourcing & procurement of RM/PM from q

approved sources/vendors. P

Quarantine of RM/PM in W/H fl
Sampling and testing of RM/PM P

Release of RM/PM #
Formulation design & development q

Dispensing of RM/PM 
&

Control of manufacturing environment ?

Production: Filling d
Packaging & Labeling F
In process control of Intermediate, Bulk d
and Finished products tr

Quality Assurance: Control of t
Manufacturing environment, In process q

Quality Control & Finished product analysispo

Documentation fi

Batch release #

Storase of Finished Productr #
Eye & Ei

Liquid I

116

ar Drops/
niection

Antibiotics, Multivitamin, Analgesic &
Anti-infl ammatory, Antimicrobial,
Antihistamine, Steroids, Antiulcerant,
Antispasmodic, Iron Supplement
N SAID, Antivomiting, Anesthetic

Sourcing & procurement of RM/PM from t
approved sources/vendors. t
Quarantine of RM/PM in W/H r
Sampling and testing of RM/PM t
Release of RM/PM F
Formulation design & development I
Dispensing of RM/PM I
Control of manufacturing environment l
Production: Preparation, Filtration (if q
applicable) & Filling r
Packaging & Labeling d
In process control of Intermediate, Bulk I
and Finished products I

Quality Assurance: Control of \
Manufacturing environment, In process t'
Quality Control & Finished product analysig\
Documentation A
Batch release F
Storase of Finished Products d
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MDI/Nebulizer/Nasal
Spray/Sub lingual Spray

Anti-asthmatics, Anti-histamine,
Analgesics & Anti-infl ammatory,
Anti-anginal, Nose preparations.

. Sourcing & procurement of RM/PM from
approved sources/vendors.

r Quarantine of RM/PM in W/H
. Sampling and testing of RM/PM
. Release of RM/PM
. Formulation design & development
. Dispensing of RM/PM
. Control of manufacturing environment
. Production: Preparation, Filtration [if

applicable), Filling & Autoclave fif applicable)
' Packaging & Labeling
r In process control of Intermediate, Bulk and

Finished products
. Quality Assurance: Control of Manufacturing

environment In process Quality Control &
Finished product analysis

. Documentation
r Batch release
r Storage of Finished Products

DPI (Dry powder for
Inhalation)

Anti-asthmatics . Sourcing & procurement of RM/PM from
approved sources/vendors.

. Quarantine of RM/PM in W/H

. Sampling and testing of RM/PM

. Release of RM/PM
r Formulation design & development
r Dispensing of RM/PM
. Control of manufacturing environment
. Production: Mixing & Encapsulation.
. Packaging & Labeling
. In process control of Intermediate, Bulk and

Finished products
. Quality Assurance: Control of Manufacturing

environment, In process Quality Control &
Finished product analysis

r Documentation
. Batch release
r Storage of Finished Products

Anti-Diabetic Sourcing & procurement of RM/PM from
approved sources/vendors.
Quarantine of RM/PM in W/H
Sampling and testing of RM/PM
Release of RM/PM
Formulation design & development
Dispensing of RM/PM
Control of manufacturing environment
Production: Preparation, Filling & Sealing
Packaging & Labeling
In process control of Intermediate, Bulk and
Finished products

Quality Assurance: Control of Manufacturing
environment, In process Qualify Control &
Finished product analysis
Documentation
Batch release
Storage of Finished Productsffi6ntoq*;
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The responsibility for the quality ofindividual batches of pharmaceuticals products manufactured throughrt
this process lies with the manufacturer. t{

ilt{ This certificate remains valid for a period of 02 (two) years from the date ofissue, It becomes invalid
ifthe activities and/or categories certified herewith are changed or ifthe site is no longer considered to be
in compliance with GMP.

'd

I

Name of authorized person
Address of certiSring authority

Telephone
Fax no.
E-mail
Web-site

Maior General Md Mahbubur Rahman
Directorate General of Drug Administration
Molrakhali, Dhaka -L2\2
+ BB0-2-222280803
+ BB0-2-9880854
dgda.gov@gmail.com
www.deda.sov.bd

rlr
'*v
,t

,1

I Date of Lst Issue of GMP Certificate:
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Stamp and Date: Maior General Md Mahbubur Rahman rl!

'*L
.T D i r e ct o r"r" rli:?:1"Jr9",1"Jfl0,& fr, A|J0,U [1,

lr f,.
$ri."nsing Authoriry (Drugs)

Government of the People's Republic of Bangladesh ,iln
*,
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Bio-tech Iniectable
(Erythropoietin,
Filgrastim)

Glycoprotein Hormone,
Granulocyte colony-stimulating
factor (c-CSF)

. Sourcing & procurement of RM/PM from
approved sources/vendors.

. Sampling and testing of RM/PM

. Release of RM/PM

. Control of manufacturing environment

. Production: Filling & Sealing

. Packaging & Labeling
r In process control of Intermediate, Bulk and

Finished products
. Quality Assurance: Control of Manufacturing

environment In process Quality Control &
Finished product analysis

. Documentation

. Batch release
r Storage of Finished Products

Suppository Analgesic, Anti- Pyretic and
Anti- Infl ammatory Laxatives.

" Sourcing & procurement of RM/PM from
approved sources/vendors.

. Quarantine of RM/PM in W/H

. Sampling and testing of RM/PM

. Release of RM/PM

. Formulation design & development

. Dispensing of RM/PM
r Control of manufacturing environment
. Production: Filling & Sealing
. Packaging & Labeling
. In process control of Intermediate, Bulk and

Finished products
. Quality Assurance: Control of Manufacturing

environment, In process Quality Control &
Finished product analysis

' Documentation
r Batch release
r Storage of Finished Products
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GOVERNMENT OF THE PEOPLE'S REPUBLIC OF BANGLADESH
MINISTRY OF HEALTH & FAMILY WELFARE

DIRECTORATE GENERAL OF DRUG ADMINISTRATION
OUSHAD BHABAN, MOHAKHALI

DHAKA-121 2, BANGLADESH
wwwdgda.gov.bd

CERTIFICATE OF A PHARMACEUTICAL PRODUCT

This certificate conforms to the format recommsrded by the Wodd Health Oqganization
(General instructions and explanatory notes atacheQ

CertificateNumber: DN6-3tl2wot &449 Date: lg,q.LL
Exporting (certifying) country

Importing (requesting) country

1. Name and dosage form of the product:

A. In Bangladesh
B. In Moldova

1.2

1.3

BAIYGLADESE

MOIJX)VA

SOFOMAX DUO FC TABLET
SOFOMAX DUO FC TABLET

DAR No. 005-1087-032 Date of Issue 13.06.2016

Advanced Chemical Industries Limited.
7 flajeegonj Road Godnyl, Narayar;ganj, Bangladesh
245, Tejgaon Industrial Area, Dhaka-1208, Bangladesh

l.l Active ingredient (s){zl *, amount(s}t3)per unit dose:

Fo complete qualitative composition inckding excipients, see asached. (a)

Is this product licensed to be placd on the market for use in the orporting couftry?(5)

Yes No

Is this product actually on the market in the exporting country?

Yes No

If the answer to 1.2. is yg, continue with section 2A and omit section 28. If the answer to 1.2 is gg, omit section
2A and continue with section 286:

2.4.1.

2.4.2.

2p..3.

2A'.3.1

Number of product license0and date of issue:

Product licence holder (name and address):

Plant:
Regd. Office:

Status of product licence holder (8): Manufactures the dosage form

For cdegories b and c the name and address ofthe manufacturer producing the dosage form is(e):

Not Applicable

Continued to page-2

Active Ingrcdient (s) Quantity (mg) / Tablet

Sofosbuvir INN
I*dipasvir Acetone Solvate IllN

4ffi.fr) mg

90.00 mg (Eqv. To 9O.fi)mg Ledipawir )

a -a



Page"-2-"

2A.4. Is a nrmmary basis for approval appended?ro Yes No

2A.5. Is the attached, officially approved product information complete and consonant with the licence?ll
Yes No

2A.6. Applicant for certificate, if different from licence holder (name and address)trz)' Not Applicable

3. Does the cerri$ing authority arrange for periodic inspection of the in which the
Nodosage form is produced? (ta) Yes

3.1

3.2

Periodicity of routine inspections (years) Every Tro Yeer:s

Has the manufacture ofthis type ofdosage form been inspected?
Yes No

3.3 Do the facilities and operation conform to GMP as recommended by the World Health Organizationflr]
Yes No

4. Does the information zubmitted by the applicant satisfy the certifying on all aspects ofthe
Nomanufacture of the productfll6): Yes

Name of authorized pennn Md. Eyahya

Address of certi$ing authority Directorate Generel of Drug Administretion
Mohakhali, Dhaka-1212
+ 880-2-9880897 ext.: I 12
+ 880-2-9880854
dgSla.&ov@gmail.com
www.dgda.gov.bd

Telephone
Fax no.
E-mail
Web-site

Stamp and Date: Md.
Director (C.C.)

ForDirectorGenerel l0 arD ,nr?
Directorete General of Dnrg Admini3t*etfoh 'u[t'

&
Liccnsing Authority (Drugs)

Govemment of the People's Republic of Bengladesh

OHhKA
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GOVERNMENT OF THE PEOPLE'S REPUBLIC OF BANGIADESH
MINISTRY OF HEALTH & FAMILY WELFARE

DIRECTORATE GENERAL OF DRUG ADMINISTRATION
OUSHAD BHABAN, MOHAKHALI

DHAKA-1 21 2, BANGTADESH
www.dgda.gov.bd

CERTIFICATE OF A PHARMACEUTICAL PRODUCT

This certificate conforms to the format recommsrded by the Wodd Healdt Oqganization
(General instructions and explanatory notes attacheQ

CertificateNumber: DN6-3tt2oNt |qq t oate: lQ8,L1-
Exporting (certi$ing) country : BANGLADESH

Importing (requesing) counfiy : MOLIX)YA

l. Name and dosage form of the product:

A. In Bangladesh : SOVEL FlC TABLET
B. In Moldova : SOVEL FC TABL,ET

l.l Active ingredient (s)tzl -O anrornt(s)t3lperunit &se:

Active Ingredient (r) Quentity (nS) / Teblet

Sofosbuvir IIYN

Velpatawir IIYN

400.00 mg

l(X).ffi mg

Fu complete qualitative coryosi6el fuelrrling excipie,nts, soe attached. (a)

Is this product licensed to be placed on the martet for use in the exporting country? ts)

Yes No

1.2

1.3

2.L.1.

2.4.2.

24.3.

24.3.1

No

If the answer to 1.2. is yg, continue with section 2A and omit section 28. If the answer to 1.2 is 49, omit section
2A and continue with section 286:

Is this product actually on the market in the exporting country?

Yes

Number of product licenseoand date of iszue:

Product licence holder (name and address):
Phnt:

Rcgd. Ofrrcc:

DAR No. 00$120&032 Date of Issue 24.W.2019

Advanced Chemical [ndustries Limited.
7 Hajeegonj Road, Godnyl, Narayanganj, Bangladesh
245, Tejgaon Industrial Areg Dhaka-1208, Bangladesh

Status of produd licence holder(t): Menufrcturcs the dosege form

For categories b and c the name and address of the manufacturer producing the dosage form if):

Not Applicable

Continued to page-2

a
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2l^.4

2l..5

Is a summary basis for approval appended?ro Yes No

Is the anached, officially approved product information complete and consonant with the licence?ll
Yes No

2A.6. Applicant for certificate, if different from licence holder (name and address)trz)' Not Appticable

J Does the certifying authority urange for periodic inspection of the inwhich the
Nodosage form is produced? (tr)

3.1 Periodicity ofroutine inspections (years) :

3.2 Has the manufacture of this type of dosage form been inspected?

Yes

Every TwoYeers

Yes No

3.3 Do the facilities and operation conform to GMP as recommerded by the World Health
Yes No

4. Does the information zubmiued by the applicant satisry the certifying on all aspects ofthe
Nomanufacture of the productll6): Yes

Name of authorized person Md. Eyehye

Address of certi$ing autlrcrity Directoretc Generrl of Dmg Administretion
Mohakhali, Dhaka-1212
+ 880-2-9880897 er<t.: ll2
+ 880-2-9880854
dsda.cov@smail.com
www.dgda.gov.bd

Telephone
Fax no.
E-mail
Web-site

Stamp and Date. Md. Eyehya
Director (C.C.)

For Diredor General l3 $EP 2022

Directorate Generel of Drug Administretion
&

Licensing Authority (Drugs)
Goverament of the People's Rcpublic of Bengledmh
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