No. 6-3/BD/07/04-DC(Re-Reg-2010)

From: ‘
The Drugs Controller (India)
Directorate General of Health Services
FDA Bhawan, Kotla Road
Phone No.-011-23236965, Fax No.-23236973

New Delhi, dated
h 0 3FEB 200

M/s. Trade Impex International
40-B, Mangaldas Bidg. No. 1
2nd Floor, Princess Street
Mumbai-4000062

Sub: Import Licence under the Drugs Act, 1940 and Drugs Rules thereunder.

' 'Dear'Sii'/Sirs,'

With reference to your application for impor L@ o this office with your letter
No. Ni} Dated 05/01/2011 receive ifs gaffree id &lﬁ]io- 1252 dt. 10/01/2011, 1
enclose licence(s) Nos. B 4 N U 4T Tlese licence(s) has/have been

1. | am to point out the provisions of Drugs Act, 1940 are in addition to and not
derogation of any other faw for the time being in force and as such the licences issued
under Drugs Act will be in addition to and distinct from any licences which may be
necessary under the Import Trade Control Regulations made of the Government of
India, Ministry of Commerce.

2. The import licence(s) mentioned in para (I) above will not accordingly to
itself/themselves be sufficient authority for import of Drugs covered by that/those
licence if under the Import Trade Control Regulations of the Commerce Ministry
separate licences are required for import of such drug(s).

3. 1 am therefore, to advise you to obtain, where necessary licences for import of drugs
in question under the Import Trade Control Regulations.

4. Any literature or packing accompanying the drug or any matter stated on the label
should not contravene the provisions of the Drugs and Magic Remedies
(Objectionable Advertisement) Act.

5. The Assistant Drugs Controller (India) and Technical Officer of the Central
Organization at the ports will be Officers authorized to inspect the premises of
importers establishmets for the purpose of Rule 26 of the Drugs Rules. '

6. Please acknowledge receipt of this letter and its enclosures.

Yours faithfully,

0 3FEB 201

No. 6-3/BD/07/04-DC(Re-Reg-2010)
Copy together with copy of Licence No. BD-404-18461 dated

Assistant D¥ug Co

Asstt. Drugs Controller (India), New Customs, Fort, Mumbai.
Asstt. Drugs Controller (India), Customs House, Kolkata.
Asstt. Drugs Controller (India), Customs House, Chenna.
Asstt. Drugs Controller (India), IGIA, New Delhi.

B




FORM 10
(See rules 23 and 27)

Licence to import drugs (excluding those specified in Schedule X} to the Drugs and Cosmetic

Rules, 1945 & 3 B (:Gﬁ

Licence Number BD-404-18461

1. M/S. Trade Impex International 40-B, Mangaldas Bldg. No. 1 2nd Floor,

Princess Street Mumbai-400002 is hereby licensed into India during the period for

which this licence is in force, the drugs specified below, manufactured By M/s.

Hubei Huazhong Pharmaceutical Co. Ltd., No. 71, West Chunyuan Road,

Xiangfan City, Hubei Province China _any other drugs manufactured by the said

manufacturer as may from time to time be endorsed on this licence.

2. This licence shall be in force from 28/01/20 unlegs it is sooner
suspended or cancelled under the sa |
Names of drugs to be impor
1. Thiamine Hydrochloride IP (Vitamin B1 Hydro Chloride}
2. Thiamine Mononitrate IP (Vitamin B1 Mononitrate)
Item {Two) Only
Place: New Delhi

Date : ﬁ 3 EEB 26“

asistant U India)
ez “LSealr’Stam;p"[
es
T . i orate Generai of Health Ssrvic
Conditions of LiceR¥&" ¢ p . srawan, Kotla Road

A photocopy of licence shall be displayed in a prominent place in a pi;:": %?htlhggp(:’[;mses, and
the origina] licence shall be produced, whenever required.

Each batch of drug imported into India shall be accompanied with a detailed batch test report
and a batch release certificate, duly signed and authenticated by the manufacturer with date of
testing, date of release and date of forwarding such reports. The impoﬁed batch of eachl drug
shall be subjected to examination and testing as the licensing authority deems fit prior to its
marketing.

The licensee shall be responsible for the business activities of the manufacturer in India along
with the registration holder and his authorised agent.

The licencee shall inform the licensing authority forthwith in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change in the
constitution of the firm takes place, the current licence shall be deemed to be valid for a
maximum period of three months from the date on which the change takes place unless, in
the meantime, a fresh licence has been taken from the licensing authority in the name of the

firm with the changed constitution™;



From:

No. 6-3/BD/23/02-BC(Pt-1) ( Re-Reg-2008)

The Drugs Controller (India)

Directorate General of Health Services
FDA Bhawan, Kotla Road

Phone No.-011-23236965, Fax No.-23236973

To:

New Delhi, dated

0 3FEB 200

M/s. Rupal Chemicals
Aldun Bldg, "B" Shop No. 1,
Ground Floor, Dhobi Talao
Mumbai-400002

Sub: Import Licence under the Drugs Act, 1940 and Drugs Rules thereunder.

Dear Sir/Sirs,

With reference to your aDphcatlon for |mport licence forwarded to this office w1th your letter

No. Nil Dated 05/01/2011 receive
enclose licence(s) Nos, BD-16-18442
under the Drugs Act, 1940 and Rule

1.

No. 6- 3/BD/23/02-DC(Pt 1) (Re-Reg-2008)

B0 _dt. 11/01/2011, I
itence(s) has/have been

| am to point out the provisions of Drugs Act, 1940 are in addition to and not
derogation of any other law for the time being in force and as such the licences issued
under Drugs Act will be in addition to and distinct from any licences which may be
necessary under the Import Trade Control Regulations made of the Government of
India, Ministry of Commerce.

The import licence(s) mentioned in para (I) above will not accordingly to
itself/themselves be sufficient authority for import of Drugs covered by that/those
licence if under the Import Trade Control Regulations of the Commerce Ministry
separate licences are required for import of such drug(s).

I am therefore, to advise you to obtain, where necessary licences for import of drugs
in question under the Import Trade Control Regulations. -

. Any literature or packing accompanying the drug or any matter stated on the label

should not contravene the provisions of the Drugs and Magic Remedies
(Objectionable Advertisement) Act.

The Assistant Drugs ‘Controller (India) and Technical Officer of the Central
Organization at the ports will be Officers authorized to inspect the premises of

impdrters establishments for the purpose of Rule 26 of the Drugs Rules.

Please acknowledge receipt of this letter and its enclosures.

Yours faithfully,

ontroller (India)

E- QF B (ﬂn Assistﬁf

Copy together with copy of Licence No. BD-16-18462 dated

R

« Asstt. Drugs Controller (India), New Customs, Fort, Mumbai.
Asstt. Drugs Controller (India), Customs House, Kolkata.
Asstt. Drugs Controller (India), Customs House, Chennai.
Asstt. Drugs Controller (India), IGIA, New Delhi.



FORM 10
(See rules 23 and 27)

Licence to import drugs (exciuding those specified in Schedule X} to the Drugs and Cosmetic
les, 194 - i
Rules, 1945 B 3{5&"3 20

Licence Number BD-16-18462 Date

1. M/S. Rupal Chemicals Aldun Bldg, "B" Shop No. 1, Ground Floor, Dhobi
Talao Mumbai-400002 is hereby licensed into India during the period for which

this licence is in force, the drugs specified below, manufactured By M/s. BASF SE,
Carl-_Bosch-Strasse 38, 67056 Ludwx,,shﬁféﬁ’,’ﬁ&}ermanv any other drugs

manufactured by the said m repadrhay roni tide to time be endorsed on this

licence.

2, This licence shall be fce from 28/01/2011 to 31/12/2011 unless it is sooner

suspénded or cancelled under the said rules.
Names of drugs to be imported -
1. Vitamin A Palmitate 1.7 MIO BP
2. Vitamin A Palmitate 1.0 MIO BP
Item (Two) Only
Place: New Delhi

n A EEB D“

&5
B"Id Rroa
—j‘;e[,a_f)\'u rawan, i\Oh:“
Conditions of Licefice ¥ i‘aa Def{u vig 002

A photocopy of licence shall be displayed in a prominent place in a part of the premises, and
the original licence shall be produced, whenever required.

Each batch of drug imported into India shall be accompanied with a detailed batch test report
and a batch release certificate, duly signed and authenticated by the manufacturer with date of
testing, date of release and date of forwarding such reports. The imported batch of each drug
shall be subjected to examination and testing as the licensing authority deems fit prior to its
marketing. ‘

The licensee shall be responsible for the business activities of the manufacturer in India along
with the registration holder and his authorised agent.

The licencee shall inform the licensing authority forthwith in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change in the
constitution of the firm takes place, the current licence shall be deemed to be valid for a -
maximum period of three months from the date on which the change takes place unless, in
the meantime, afresh licence has been taken from the licensing authority in the name of the

firm with the changed constitution”;



From:

No. 6-3/BD/03/08-DC

The Drugs Controller (India)

Directorate General of Health Services
FDA Bhawan, Kotla Road

Phone No.-011-23236965, Fax No.-23236973

_To:

New Delhi, dated

§ g FER 20M

i/s. Pharma Force Lab
53155, Industrial Area
Paonta Sahib-173025

Sub: Import Licence under the Drugs Act, 1940 and Drugs Rules thereunder.

Dear Sir/Sirs,

With reference to your application for import licence forwarded to this office with your letter
No. Nil Dated 22/01/2011 received by thisroffice” Gl W0, 3567 ac. 24/0112011, |
enclose licence(s) Nos. BD-745-18463rdat wn*’t’{nsﬁlheseﬁmwe(s) has/have been

under the Drugs Act, 1940 and Rules ﬁe@%ﬂ%ﬂé@% g@p‘%ﬁ

1.

No. 6-3/BD/03/08-DC

I am to point out the provisions of Drugs Act, 1940 are in addition to and not
derogation of any other law for the time being in force and as such the licences issued
under Drugs Act will be in addition to and-distinct from any licences which may be
necessary under the Import Trade Control Regulations made of the Government of
India, Ministry of Commerce.

The import licence(s) mentioned in para (I) above will not accordingly ‘o
itself/themselves be sufficient authority for import of Drugs covered by that/those
licence if under the Import Trade Control Regulations of the Commerce Ministry -
separate licences are required for import of such drug(s).

I am therefore, to advise you to obtain, where necessary licences for import of drugs
in question under the Import Trade Control Regulations.

Any literature or packing accompanying the drug or any matter stated on the label
should not contravene the provisions of the Drugs and Magic Remedies
(Objectionable Advertisement) Act.

The Assistant Drugs Controller (India) and Technical Officer of the Central
Organization at the ports will be Officers authorized to inspect the premises of
importers establishments for the purpose of Rule 26 of the Drugs Rules.

Please acknowledge receipt of this letter and its enclosures.

Yours faithfully,

LU Assistant D¥hg Cehtrolier (India)

Copy together with copy of Licence No. BD-745-18463 dated

Bl b —

Asstt. Drugs Controtler (India), New Customs, Fort, Mumbai.
Asstt. Drugs Controller (India), Customs House, Kolkata.
Asstt. Drugs Controller (India), Customs House, Chennai.

- Asstt. Drugs Controller (India), IGIA, New Delhi.



FORM 10
(See rules 23 and 27)

Licence to import drugs (excluding those specified in Schedule X) to the Drugs and Cosmetic
Rules, 1945

Licence Number BD-745-18463 patef} 3 FEB 200

1. M/S. Pharma Force Lab 33/55, Industrial Area Paonta Sahib-173025 is hereby

licensed into India during the period for which this licence is in force, the drugs

specified below, manufactured By M/s. Zhejiang Starry Pharmaceutical Co. Ltd,

Sanqiao Chengguan Town, Xianju County, Taizhon, Zhejiang China _any other

drugs manufactured by the said manufaeture F om_fime to_time be endorsed

on this licence.

2. This licence shall be in force from 28/01/2011 to 31/08/20 UiIEss it s sooner

suspended or cancelled under the said rules.
Names of drugs to be imported
Levofloxacin IP
Item (One) Only
Place: New Dethi

Date : % a EEB 2““

A V;i"uD KUKRETV :

Tela aftyfdy
Nt sy Seﬂ%ampjla{)

FSE SYaT Ry
Conditions ofLIcenéé';L'Gfo 2 G=ﬂ°ra| of Heallh Services
F.DUA, Bt rawan Koila Road

I. A photocopy of licence shall be displayed in a prominent place in a paiY Bﬁ*the?@‘r%;mises and

Nt

the original licence shall be produced, whenever required. ‘

2. Each batch of drug imported into India shall be accompanied with a detailed batch test réport
and a batch releasc certificate, duly signed and authenticated by the manufacturer with date of
testing, date of release and date of forwarding such reports. The imported batch of each drug
shall be subjected to examination and testing as the licensing authority deems fit prior to its
marketing,

3. The hcensee shall be responsible for the business activities of the manuf‘actmm in India along
with the refnstiatlon holder and his authorised agent.

4. The licencee shall inform the licensing authority forthwith in writing in the event of any.
change in the constitution of the firm operating under the licence. Where any change in the
constitution of the firm takes pléce, the current licence shall be deemed to be valid for a

maximum period of three months from the date on which the change takes place unless, in
the meantime, a fresh licence has been taken from the licensin g authority in the name of the

firm _ with the changed constitution”;




No. 6-3/BD/97/69-DC

From:
The Drugs Controller (India)
Directorate General of Health Services
FDA Bhawan, Kotla Road
Phone No.-011-23236965, Fax No.-23236973
New Delhi, dated
To:

0 3 FEB 281

M/s. Alkem Laboratories Limited,
Vill. Thana, Baddi,
Distt. Solan

Sub: Import Licence under the Drugs Act, 1940 and Drugs Rules thercunder.
Dear Su‘/S:rs,

- With refelence to your application for 1mport licence forwarded to thlS oﬁ' ice with your letter
No. ALK-10/01/11 Dated 11/01/2011 received by thmofgog oge @ﬁi@g no. 1493 dt.
11/01/2011, I enclose iicence(s) Nos. BD-827-18464 date ¥ ' =™ Y 15 These licence(s)
has/have been under the Drugs Act, 1940 and Rules thereunder.

i. 1 am to point out the provisions of Drugs Act, 1940 are in addition to and not
derogation of any other law for the time being in force and as such the licences issued
under Drugs Act will be in [STinct fro. any jicences which may be
necessary under the Import T@W%@Ea@t@hye of the Government of
India, Ministry of Commerce. ‘ -

2. The import licence(s) mentioned in para (i) above will not accordingly to
itself/themselves be sufficient authority for import of Drugs covered by that/those
licence if under the lmport Trade Control Regulations of the Commerce Ministry
separate licences are required for import of such drug(s).

3. I am therefore, to advise you to obtain, where necessary licences for import of drugs
in question under the Import Trade Control Regulations.

4. Any literature or packing accompanymo the drug or any matter stated on the label
should not contravene the provisions of the Drugs and Magic Remedies
(Objectionable Advertisement) Act.

5. The Assistant Drugs Controller (India) and Technical Officer of the Central
Organization at the ports will be Officers authorized to inspect the premises of
importers establishments for the purpose of Rule 26 of the Drugs Rules.

6. Please acknowledge receipt of this letter and its enclosures.

Yours faithfully,

G 3FEB 200

No. 6-3/BD/97/09-DC
Copy together with copy of Licence No. BD-827-18464 dated

Asstt. Drugs Controller (India), New Customs, Fort, Mumbal.
Asstt. Drugs Controtler (India), Customs House, Kolkata.
Asstt. Drugs Controller (India), Customs House, Chennai.
Asstt. Drugs Controller (India), IGIA, New Delhi.

VORI NS



2.

L% )

FORM 10
(See rules 23 and 27)

Licence to import drugs (excluding those specified in Schedule X) to the Drugs and Cosmetic
' Rules, 1945

Licence Number BD-827-184647 Date g 3 F E B 20 1

1. M/S. Alkem Laboratories Limited, Vill. Thana, Baddi, Distt. Solan is hereby

licensed inte India during the perlod for which this licence is in force, the drugs
specified below, manufactured By M/s Hec Biochem Co. Ltd., 62, , Binjiang Read,
Yidu City, Hebei Province P.R.China- 443300 any other drugs manufactured by

the said manufacturer as may from time to time be endorsed on this licence.

25/ /2013 unless it is sooner

Azithromycin Dihydrate IP
Item (One) Only
Place: New Délhi

Date :_MB 201

psgintant Druos
Lﬂf 1 BTt

ral OT :
Conditions of Licengssiora tc Gene Kotia Road

D,A. Bhawan, 0
P e Delni- 10
A photocopy of licence shall be displayed in a prominent place in a pan of the premises, and

the original licence shall be produced, whenever required,
Each batch of drug imported into India shall be accompanied with a detailed batch test report
and a batch release certificate, duly signéd and authenticated by the manufacturer with date of

testing, date of release and date of forwarding such reports. The imported batch of each drug

shall be subjected to examination and testing as the licensing authority deems fit prior to its

marketing,

The licensee shall be responsible for the business activities of the manufacturer in India along
with the registration holder and his authorised agent.

The licencee shail inform the licensing authority forthwith in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change in the
constitution of the ﬁrm takes place, the current licence shall be deemed to be valid for a
maximum period of three months from the date on which the change takes place unless, in
the meantime, a fresh licence has been taken from the licensing authority in the name of the

firm with the changed constitution’;




No. 6-3/BD/50/07-DC

From:

The Drugs Controller (India)
Directorate General of Health Services
FDA Bhawan, Kotla Road
Phone No.-011-23236965, Fax No.-23236973
New Delhi, dated
To:

0 3FEB 201

M/s. Macleods Pharmaceuticals Limited(Phase-Il)
Piot No. 25-27, Survey No. 366, Premier Industrial Estate, kachigam
Daman-396210

Sub: Import Licence under the Drugs Act, 1940 and Drugs Rules thereunder.
Dear Sir/Sirs,

With reference to your application for import licence forwarded to this office with your letter
No. Nil Dated §4/01/2011 received by this office vide diary no. 1478 dt. 11/01/2011, 1

enclose licence(s) Nos. BD-791-18465 dated g 3 FE Thy ese licence(s) has/have been
under the Drugs Act, 1940 and Rules thereunder; B ﬁﬂli

I. 1 am to point out the provisions of Drugs Act, 1940 are in addition to and not
derogation of any other law for the time be NZ I foree-atd the licences issued

under Drugs Act will be in addition to and éﬂ’nﬁ - rl licel Vich may be
ﬁ io ﬁﬁe @g@ﬁ%‘l ment of

necessary under the Import Trade Contro
India, Ministry of Commerce.

2. The import licence(s) mentioned in para (I} above will not accordingly to
itself/themselves be sufficient authority for import of Drugs covered by that/those
licence if under the Import Trade Control Regulations of the Commerce Ministry
separate licences are required for import of such drug(s).

3. 1 am therefore, to advise you to obtain, where necessary licences for tmport of drugs
in question under the Import Trade Control Reguiations.

4. Any literature or packing accompanying the drug or any matter stated on the label
should not contravene the provisions of the Drugs and Magic Remedies
(Objectionable Advertisement) Act. '

5. The Assistant Drugs Controller {India) and Technical Officer of the Central
Organization at the ports will be Officers authorized to inspect the premises of
importers establishments for the purpose of Rule 26 of the Drugs Rules.

6. Please acknowledge receipt of this letter and its enclosures.

Yours faithfully,

ntroller (India)

g 3EEB Zuu Assi’stant
No. 6-3/BD/50/07-DC ~

Copy together with copy of Licence No. BD-791-18465 dated

Asstt. Drugs Controller (India), New Customs, Fort, Mumbai.
Asstt. Drugs Controller {India); Customs House, Kolkata.
Asstt. Drugs Controller (India), Customs House, Chennai.
Asstt. Drugs Controller (India), IGIA, New Delhi.

IS L R e




FORM 10
(See rules 23 and 27)

Licence to import drugs (excluding those specified in Schedule X) to the Drugs and Cosmetic

Rules, 1945

Licence Number BD-791-18465 pare_§ 3 FEB 2

1. M/S. Macleods Pharmaceuticals Limited(Phase-IT} Plot No. 25-27, Survey No.

366 Premier Industrial Estate, kachigam Daman-396210 is hereby licensed into

India during the period for which this licence is in force, the drugs specified below,

manufactured By M/s. Jlangsu Yongda Pharmaceutical Co. Ltd. No. 38 Zhenli

Road Huangtu Town Jiangyin City, P.R.China any other drugs manufactured

by the said manufacturgr as ma Ft‘g%gg l;;m g @? '1dorsed on this hcence.
2. This licence shall be n@c%‘ﬁ 72 to 31/05/2012 unless it is sooner

suspended or cancelled under the said rules.

Names of drugs to be imported
Gatifloxdcin IP
Item (One) Only
Place: New Delhi

Date:ﬁ 3 FEB 20"

e Prdaw {TF"i}
ek SealfStamp
AT WG Ta i

Conditions of Lmenmo;ate \f\psqiif;quﬂf;io :\d Servicss
A photocopy of licence shall be displayed in a prominent place in a"ﬁan’ GF the Premises, and
the original licence shall be produced, whenever required.
Each batch of drug imported into India shall be accompanied with a detailed batch test report
and a batch release certificate, duly signed and authenticated by the manufacturer with date of
testing, date of release and date of forwarding such reports. The imported batch of each drug
shall be subjected to examination and testing as the licensing authority deems fit prior to its
marketing.
The licensee shall be responsible for the busine;ss activities of the manufacturer in India along
with the registration holder and his authorised égent.
The licencee shall inform the licensing authority forthwith in writing in the event of any
change in the constitution of the firm operating under the licence. Where any chénge in the
constitution of the firm takes place, the current licence shall be deemed to be valid for a
maximum period of three months from the date on which the change takes place unless, in
the meantime, a fresh licence has been taken from the licensing authority in the name of the

firm with the changed constitution”;




No. 6-3/BD/46/07-DC(re-reg-2010)

From:
The Drugs Controller (India)
Directorate General of Health Services
FDA Bhawan, Kotla Road
Phone No.-011-23236965, Fax No.-23236973
New Dethi, dated
To:

0 3fFEB 201

M/s. Orbit Impex

Gala No. 2, Bld, No. G Hissa No. 2 Survey No. 122
Munisurat Complex Phase-ll Rahnal, Bhiwandi-Thane
Tal: Bhiwandi(Thane-Zone)

Sub: Import Licence under the Drugs Act, 1940 and Drugs Rules thereunder.
Dear Sir/Sirs, -

With reference to your application for import licence forwarded to this office with your letter
No. Nii Dated 28/12/2018 received by this office vide diary no, 1500 dt. 11/01/2011, |

enclose licence(s) Nos, BD-687-18466 dat a FEQ . mﬁ/These licence(s) has/have been
under the Drugs Act, 1940 and Rules thereﬁd R

I. 1 am to point out t@i@?g@@ @@gﬁgéﬂ M0 are in addition to and not
or the Hime beine-

derogation of any oth&sldw 38 'Ce and as such the licences issued
under Drugs Act will™be in addition to and distinct from any licences which may be
necessary under the Import Trade Control Regulations made of the Government of
India, Ministry of Commerce.

2. The import licence(s) mentioned in para (1) above will not accordingly to
itself/themselves be sufficient authority for import of Drugs covered by that/those
licence if under the Import Trade Control Regulations of the Commerce Ministry
separate licences are required for import of such drug(s).

3. I am therefore, to advise you to obtain, where necessary licences for import of drugs
in question under the Import Trade Control Regulations.

4. Any literature or packing accompanying the drug or any matter stated on the label
should not contravene the provisions of the Drugs and Magic Remedies
(Objectionable Advertisement) Act.

5. The Assistant Drugs Controller (India) and Technical Officer. of the Central
Organization at the ports will be® Officers authorized to tnspect the premises of
importers establishments for the purpose of Rule 26 of the Drugs Rules.

6. Please acknowledge receipt of this letter and its enclosures.

Yours faithfully,

. B 3 FEB ?Gﬁ Assistant |
No. 6-3/BD/46/07-DC(re-reg-2010) -
Copy together with copy of Licence No. BD-687-18466 dated

ndia)

Asstt. Drugs Controller (India), New Customs, Fort, Mumbai.
Asstt. Drugs Controller (India), Customs House, Kolkata.
Asstt. Drugs Controller (India), Customs House, Chennai.
Asstt. Drugs Controller (India), IGIA, New Delhi.

el NS




FORM 10
(See rules 23 and 27)

Licence to import drugs (excluding those specified in Schedule X) to the Drugs and Cosmetic
Rules, 1945 B gbeh av
Licence Number BD-687-18466 Date’

1. M/S. Orbit Impex Gala No. 2, Bld, No. G Hissa No. 2 Survey No. 122 Munisurat
.Complex Phase-II Rahual, Bhiwz_mdi-Thane Tal: Bhiwandi(Thane-Zone) is

“hereby licensed into India during the period for which this licence is in force, the

drugs specified below, manufactured  By__M/s. Shandong New Time
Pharmaceutical Co. Lid. th E@F &mi F@E@uﬁaxmi@%uad, Feixian County,

Shandeng China any other drugs manufactured by the said manufacturer as may

from time to time be endorsed on this licence.

9 This licence shall. be in force from 28/01/2011 to 31/08/2013 unless it is sooner

suspended or cancelled under the said rules.
Names of drugs to be imported
1. Cla\'rulanaie Potassium With Silicon Dioxide USP(1:1)
2. Clavulanate Potassium With Microcrystailine Cellulose USP(1:1)
Item (Two) Only
Place: New Delhi '

Dateﬁm'“zﬁ‘é?

LIC N SED ""1"5 ‘ Q I
Arey D AU o
ks R PEE (T
assiflant Drugs Ccntr(c!l;.' {india}
: Sewpr -""f-\m-"’f'—-a—a«’ =
e “S‘e%]éSgg%hl Services
Dirsctorale Generln, At

iti i “.A.Bhex
Conditions of Licence F et 110 002

A photocopy of licence shall be displayed in a prominent place in a part of the premises, and

the original licence shall be produced, whenever required.

Each batch of drug imported into India shall be accompanied with a detailed batch test report ‘
and a batch release certificate, duly signed and authenticated by the manufacturer with date of
testing, date of release and date of forwarding such reports. The imported batch of each drug
shall be subjected to examination and testing as the licensing authority deems fit prior to its
marketing.

The licensee shall be responsible for the business activities of the manufacturer in India along
with the registration holder and his authorised agent.

The licencee shall inform the ticensing authority forthwith in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change in the
constitution of the firm takes place, the current licence shalf be deemed to be valid for a
maximum period of three months from the date on which the change takes place unless, in
the meantime, a fresh licence has been taken from the licensing authority in the name of the

firm with the ‘ changed constitution™;



From:

No. 6-3/BD/05/04-DC(Pt—1) (Re-reg-2010)

The Drugs Controller (India)

Directorate General of Health Services
EDA Bhawan, Kotla Road

Phone No.-011-23236965, Fax No.-23236973

To:

New Delhi, dated

B 3FEB 201

M/s, Elder Pharmaceuticals Ltd.

Elder House, C/9, Dalia Industrial Estate,
Off veera Desai Road, Andheri{West)
Mumbai-400058

Sub: Import Licence under the Drugs Act, 1940 and Drugs Rules thereunder.

Dear Sir/Sirs,

With reference to your application for import licence forwarded to this office with vour letter
No. SK/RP/207/2011 Dated 10/01/2011 received by this office vide diary no, 1463 dt.

11/01/2011, I enclose licence(s) Nos. BD-892-18467 dated 9 3 FE Affhese licence(s)
has/have been under the Drugs Act, 1940 and Rules thereunder. B T‘ZQ i

No. 6-3/BD/05/04-DC(Pt-1) (Re-reg-2010)

I. I am to point out the provisions of Drug

Aet; J" i addition to and not
_in@ d a5 sych the licences issued

FAEIn . .
ig_dg istint from—amy licences which may be

derogation of any other law for the-tirme

under Drugs Act will be in d@
L %if

necessary under the Import
India, Ministry of Commerce.

The import licence(s) mentioned in para- (I) above will not accordingly to
itself/themselves be sufficient authority for import of Drugs covered by that/those
licence if under the Import Trade Control Regulations of the Commerce Ministry
separate licences are required for import of such drug(s). :

I'am therefore, to advise you to obtain, where necessary licences for import of drugs
in question under the lmport Trade Control Regulations.

Any literature or packing accompanying the drug or any matter stated on the label
should not contravene the provisions of the Drugs and Magic ~Remedies
(Objectionable Advertisement) Act.

The Assistant Drugs Controller (India) and Technical Officer of the Centrai
Organization at the ports will be Officers authorized to inspect the premises of
importers establishmeiits for the purpose of Rule 26 of the Drugs Rules, )

Please acknowledge receipt of this letter and its enclosures.

Yours faithfully,

0 g FER 2041

Assistant D ntroller (India)

Copy together with copy of Licence No. BD-892-18467 dated

B

Asstt. Drugs Controller (India), New Customs, Fort, Mumbai.
Asstt. Drugs Controller (India), Customs House, Kolkata.
Asstt. Drugs Controller (India), Customs House, Chennai.
Asstt. Drugs Controller (India), IGIA, New Delhi.




FORM 10
(See rules 23 and 27)

Licence to import drugs (excluding those specified in Scheduie X) to the Drugs and Cosmetic

Rules, 1945 N -
Par ¢
Licence Number BD-892-18467 Date[ 3 ¢ tB éﬁﬁ

1. M/S, Elder Pharmaceuticals Ltd. Elder House, C/9, Dalia Industrial Estate, Off
yeera Desai Road, Andheri(West) Mumbal 400058 is hereby licensed into Indla
duung the period for which thJS_JLQenQe.J.SL_m__fmme,_the_dmgs specified below
manufactured By M/s. Nuvo Mafiifae uéj&ﬁ fﬁmﬁ;@@ﬁi n} Schlosstor 9, 39164

Wanzieben, Germany _any other drugs manufactured by the said manufacturer as

may from time to time be endorsed on this licence.

2. This licence shall be in force from 28/01/2011 to 30{11/2013 unless it is sooner

suspended or cancelled under the said rules.
Names of drugs to be imported
Tetrachlqrodecaoxygen(TCDO) Solution
Item (One) Only
Place: New Delhi

Date :
1 Nudes:
§ 5 FEB 200 LICENSIFG-AETHO

.D=rr-croxa.e Gﬂ’\"fa! of Hzaith Q”""“"’)S
Conditions of Licence” £.0.5. Bhawan, ioui2 Road

MEv ':)M'm 130 902
A photocopy of licence shall be displayed in a prominent place in a part of the premises, and

the original licence shall be produced, whenever required.

Each batch of drug imported into India shail be accompanied with a detailed batch test report
and a batch release certificate, duly signed and authenticated by the manufacturer with date of
testing, date of release and date of forwarding such reports. The imported batch of each drug
shall be subjected to examination and testing as the licensing authority deems fit prior to its
marketing,

The licensee shall be responsible for the business activities of the manufacturer in India along
with the registration holder and his authorised agent.

The licencee shall inform the licensing authority forthwith in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change in the |
constitution of the firm takes place, the current licence shall be deemed to be valid for a
maximum period of three months from the date on which the change takes place unless, in
the meantime, a fresh licence has been taken from the licensing authority in the name of the

firm with the changed constitution”™;




From:

No. 6-3/8D/104/04-DC (Re-reg-2010)

The Drugs Controller (India)

Directorate General of Health Services
FDA Bhawan, Kotla Road

Phone No.-011-23236965, Fax No.-23236973

To:

New Delhi, dat
i

M/s. Elder Pharmaceuticals Ltd.

Elder House, C/9, Dalia Industrial Estate,
Off veera Desai Road, Andheri(West)
Mumbai-400058

Sub: Import Licence under the Drugs Act, 1940 and Drugs Rules thereunder.

" Pear Sir/Sirs,

With reference to your application for import ficence forwarded to this office with your letter
No. SK/RP/208/2011 Dated 10/01/2011 received by thi ogﬁ T egm no, 1464 dt.
3 Nos. BD= B FEB W ences

11/01/2011, I enclose licence(s) Nos. BD-467-18468 dated®

hese licence(s)

—_

has/have been under the Drugs Act, 1940 and Rules thereunder.

No. 6-3/BD/104/04-DC (Re-reg-2010)

1.

[ am to point out the provisions of Drugs Act, 1940 are in addition to and not
derogation of any other law for the time bejing-in for ch the licences issued

i
under Drugs Act will be in addition to ang g cﬁf ARy @ which may be
necessary under the tmport Trade Contro @g}? - ioﬁme ﬁ%o erpment of

India, Ministry of Commerce.

“The import licence(s) mentioned in para (J) above will not accordingly to

itself/themselves be sufficient authority for import of Drugs covered by that/those
licence if under the Import Trade Control Regulations of the Commerce Ministry
separate licences are required for import of such drug(s).

[ am therefore, to advise you to obtain, where necessary ticences for import of drugs
in question under the Import Trade Control Regulations.

Any literature or packing accompanying the drug or any matter stated on the label
should not contravene the provisions of the Drugs and Magic Remedies
(Objectionable Advertisement) Act.

The Assistant Drugs Controller (india) and Technical Officer of the Central
Organization at the ports will be Officers authorized to inspect the premises of
importers establishments for the purpose of Rule 26 of the Drugs Rules. '

Please acknowledge receipt of this letter and its enclosures.

Yours faithfully,

3 4 7EQ 200

Copy together with copy of Licence No. BD-467-18468 dated

o B —

Asstt. Drugs Controller (India), New Customs, Fort, Mumbai.
Asstt. Drugs Controller (India), Customs House, Kolkata,
Asstt. Drugs Controller (India), Customs House, Chennal.
Asstt. Drugs Controlter (India), 1GIA, New Dethi.



FORM 10
(See rules 23 and 27)

Licence to import drugs (excluding those specified in Schedule X) to the Drugs and Cosmetic
' _ Rules, 1645
Licence Number BD-467-18468 - Date

?,,”" e

0

LoD
k
i
i

I. M/S. Elder Pharmaceuticals Ltd. Elder House, C/9, Dalia Industrial Estate, Off
veera Desai 'Road, Andheri(West) Mumbai-400058 is hereby licensed into_India

during the period for which this licence is in force, the drugs specified below,

B Olln Buscalla No. 10.08173 Sant Cugat

Del Valles

her drugs manufactured by the said

manufactarer as may from time to time be endorsed on this licence.

2. This licence shall be in force from 28/01/2011 to 31/12/2013 unless it is sooner
suspended or cancelled under the said rules.
© Names of drugs to be imported
1. Citicholine Monosodium Salt
2. Sertaconazole Nitrate
‘ Item (Two) Only
Place: New Delhi
Date: '

SN

RVIND KUKRETY

\’J’an Eiis D,
Assistant Dy g5 u@fsr iiné:}
TIN0RT Ty mgid

Conditions ofLié“éifceOra:e Saneral of H
F.D.A. Biawan Vo!!:aﬁh Services

A photocopy of licence shall be displayed in a pzomment place in d'paitiof nﬁb@opremtses and
the original licence shall be produced, whenever required.

Each batch of drug imported into India shall be accompanied with a detailed batch test report
and a batch release certificate, duly signed and authenticated by the manufacturer with date of
testing, date of release and date of forwarding such reports. The imported batch of each dru'g
shall be subjected to examination and testing as the licensing authority deems fit prior to its
marketing. ' '
The licensee shall be responsible for the business activities of the manufacturer in India along
with the registration holder and his authorised agent.

The licencee shall inform- the licensing authority forthwith in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change in the
constitution of the firm takes place, the current lilcence shall be deemed to be valid for a
maximum period of three months from the date on which the change takes place unless, in
the meantime, a fresh licence has been taken from the licensing authority in the name of the

firm with the changed constitution™;




No. 6-3/BD/71/2010-DC

From:
The Drugs Controller (India)
Directorate General of Health Services
FDA Bhawan, Kotla Road
Phone No.-011-23236965, Fax No.-23236973

New Delhi, dated

o - 0 3FEB WM

M/s. Medi Pharma Drug House

Bulakhidas Bldg, Gr. Floor, 13,

Vithaladas Road; Princess Street,
"~ Mumbai-400002

Sub: Import Licence under the Drugs A.ct, 1940 and Drugs Rules therennder.
Dear Sir/Sirs,

With reference to your application for import licence forwarded to this office with your letter
No. FM/50/10 Dated 07/01/2011 received by this office vide diary no, 1418 dt. 11/01/2011,
I enclose licence(s) Nos. BD-893-18469 dated g ~ E."E 3 T’ﬁ[_&ﬁﬂhese licence(s) has/have

been under the Drugs Act, 1940 and Rules thereunder®

“%%@?@%%@ﬁ}f 1940 are’ in addition to and not

derogation of an fofce and as such the licences issued
under Drugs Actwi a.and distinct from any licences which may be
necessary under the Import Trade Control Regulations made of the Government of
India, Ministry of Commerce.

o

2. The import licence(s) mentioned in para (1) above will not accordingly to
itself/themselves be sufficient authority for import of Drugs covered by that/those
licence if under the Import Trade Controf Regulations of the Commerce Ministry
separate licences are required for import of such drug(s).

3. lam therefore, to advise you to obtain, where necessary licences for import of drugs
in question under the Import Trade Control Regulations.

4. Any literature or packing accompanying the drug or any maiter stated on the label
should not contravene the provisions of the Drugs and Magic Remedies
(Objectionable Advertisement) Act.

5. The Assistant Drugs Controller (India) and Technical Officer of the Central
Organization at the ports will be Officers authorized to inspect the premises of
importers establishments for the purpose of Rule 26 of the Drugs Rules.

6. Piease acknowledge receipt of this letter and its enclosures.

Yours faithfully,

B 2 FEB 2018

No. 6-3/BD/71/2010-DC
Copy together with copy of Licence No. BD-893-18469 dated

Asstt. Drugs Controfier (India), New Customs, Fort, Mumbai.
Asstt. Drugs Controller (India), Customs House, Kolkata.
Asstt. Drugs Controller (India), Customs House, Chennai.
Asstt. Drugs Controller (India), IGIA, New Delhi.

R —




FORM 10
(See rules 23 and 27)

Licence to import drugs (excluding those specified in Schedule X} to the Drugs and Cosmetic
Rules, 1945
Licence Number BD-893-18469 te
0 3FEBR 201
1. M/S. Medi Pharma Drug House Bulakhidas Bldg, Gr. Floor, 13, Vithaladas
Road, Princess Street, Mumbai- 4000(}2 is hereby licensed into India during the

- period for which this licence is in force, the drugs specified below, manufactured By

M/s. Suzhou Wugan Pharmaceutical Co. Ltd. No. 1 Dongouan Road, Tuncun

District. Tongli Town Wujin AG City, Jiangsy China any other drugs

E%@W“ e to time be endorsed on this

manufactured by the sdi m

licence.

2. This licence shall be in férce from 28/01/2011 to 30/11/2013 unless it is sooner

suspended or cancelled under the said rules.
| Names of drugs to be imported
Sulfadiazine IP Vet
Item (One) Only
Place: New Delhi '

Date ; EE 3 EEB 2&11

'pra

Epet2) BEGH ;I'zm-'Heal,m Servicas
ap o
Conditions of Llcenceactoralegfé‘:awan fotla Opéoad
09

A photocopy of licence shall be displayed in a prominent place in a pa r%“etl?{elpremlsess and
the original licence shall be produced, whenever required.

Each batch of drug imported into India shall be accompanied with a detailed batch test report
and a batch release certificate, duly signed and authenticated by the manufacturer with date of
testing, date of release and date of forwarding such reports. The imported batch of each drug
shall be subjected to examination and testing as the licensing authority deems fit prior to its
marketing, ‘ '
The licensee shall be responsible for the business activities of the manufacturer in India along
with the registration holder and his authorised agent.

The licencee shall inform the licensing authority forthwith in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change in the
constitution of the firm takes place, the current licence shall be deemed to be valid for a
maximum period of three months from the date on which the change takes place unless, in
the meantime, a fresh licence has been taken from the licensing authority in the name of the

firm with the changed constitution”,




No. 6-3/BD/46/07-DC(Re-Reeg-2010

From:
The Drugs Controller (India)
Directorate General of Health Services
FDA Bhawan, Kotla Road
Phone No.-01 1-23236963, Fax No.-23236973
e hiZ@aﬁd
To. B V08

M/s. Orbit Lifescience Pvt. Ltd. ‘

Gala No. 1, Building No. G. Ground Floor, Phase-ll Munisurat Complex,
Survey No. 122, Viliage Rehnai, Bhiwandi Dist. Thane

Tal: Bhiwandi(Thane-Zone)

Sub: Import Licence under the Drugs Act, 1940 and Drugs Rules thereunder.
Dear Sir/Sirs,
With reference to your application for import licence forwarded to this office with your letter
No. Nil Dated 28/12/2010 received by this office vﬁig d'z 0. 1501 _d¢t. 11/01/2011, |
03 FEB 20N

enclose licence(s) Nos. BD-687-18470 dated ¥ 9 hese licence(s) has/have been
under the Drugs Act, 1940 and Rules thereunder.

I. 1 am to point out the provisions of Drugs Act, 1940 are in .

derogation of any other law for the time being ir fi gh licences issued
under Drugs Act will be in addition ' hich may be
necessary under the Import Trade Ciy , e Government of

India, Ministry of Commerce.

2. The import licence(s) mentioned in para (I) above will not accordingly to
itself/themselves be sufficient authority for import of Drugs covered by that/those
licence if under the Import Trade Control Regulations of the Commerce Ministry
separate licences are required for import of such drug(s).

3. l'am therefore, to advise you to obtain, where necessary licences for import of drugs
in question under the Import Trade Control Regulations.

4. Any literature or packing accompanying the drug or any matter stated on the label
should not contravene the provisions of the Drugs and Magic Remedies
{Objectionable Advertisement) Act.

5. The Assistant Drugs Controller (India) and Technical Officer of the Central
Organization at the ports will be Officers authorized to inspect the premises of
importers establishments for the purpose of Rule 26 of the Drugs Rules.

6. Please acknowledge receipt of this letter and its enclosures,

Yours faithfully,

§ o £E3 20

<

"

- Assistant '
No. 6~3/BD/46/07-DC(R6—R&2-2010
Copy together with copy of Licence No. BD-687-18470 dated

Asstt. Drugs Controller (India), New Customs, Fort, Mumbaij.
Asstt. Drugs Controller (India), Customs House, Kolkata.
Asstt. Drugs Controller (India), Customs House, Chennai.
Asstt. Drugs Controller (India), IGIA, New Delhi.

Bl b -




FORM 10
(See rules 23 and 27)

Licence to import drugs (excluding those specified in Schedule X) to the Drugs and Cosmetic

Rules, 1945

Licence Number BD-687-18470 pae U 3 FEDB 201

1. M/S. Orbit Lifescience Pvt. Ltd. Gala No. 1, Building No. G. Ground Floor,

Phase-1I Munisurat Complex, Survey No. 122. Village Rehnal, Bhlwandl Dist.
Thane Tal: Bhiwandi(Thane-Zo gne) is hereby 11censed into India during the period

" for which this licence is in fo c@@uﬁﬁ%ﬁc&ﬁe&*ﬁw hanufactured By M/s.

Shandong New Time Pharmaceutical Co-EtdrNo—1-Nesth Quter Ring Road,

Feixian County, Shandong China _any other drugs manufactured by the said

manufacturer as may from time to ime be endorsed on this hicence.

9 This licence shall be in force from 28/61/2011 to 31/08/2013 unless it is sooner

suspended or cancelled under the said rules.
Names of drugs to be imported
1. Clavulanate Potassium With Silicon DlOdee USP(1:1)
2. Clavulanate Potassium Wlth Mlcrocrystallme Cellulose USP (1:1)
. Item (Two) Only
Place: New Delhi
Date :

Conditions of Licence
A photocopy of licence shall be displayed in a prominent place in a part of the premises, and
the original licence shall be producéd, whenever required.
Each batch of drug imported into India shall be accompanied with a detailed batch test report
and a batch release certificate, duly signed and authenticated by the manufacturer with date of
testing, date of release and date of forwarding such reports. The imported batch of each drug
shali be subjectéd to examination and testing as the licensing authority deems fit prior to its
marketing.'
The licensee shall be responsible for the business activities of the manufacturer in India along
with the registration holder and his authorised agent.
The licencee -shall inform the licensing authority forthwith in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change in the
constitution of the firm takes place, the current licence shail be deemed to be valid for a
maximum period of three months from the date on which the change takes place unless, in
" the meantime, a fresh licence has been taken from the licensing autl‘mrity in the name of the

firm with the changed constitution”;




From;

No. 6-3/BD/39/06-DC(Pt-1) (Re-Reg-2009)

The Drugs Controller (India)

Directorate General of Health Services
FDA Bhawan, Kotla Road

Phone No.-011-23236965, Fax No.-23236973

To:

alevi DFe!hl dqﬁjj“

M/s. Parabolic Drugs Ltd.

Village Sundhran, P. O. Mubarakpur,
Tehsil Dera Bassi,

District Mohali

Sub: Import Licence under the Drugs Act, 1940 and Drugs Rules theréunder.

Dear Sir/Sirs,

With reference to your application for import licence forwarded to this office with your letter

No. Nil Dated 07/01/2011 received by this @ﬁ"
enclose licence(s) Nos. BD-605-18471 dated

under the Drugs Act, 1940 and Rules thereunddr. @Fﬁ@. g@g @@ ,

1.

No. 6-3/BD/39/06-DC(Pt-1) (Re-Reo-2009)

@gdggmio 1503 _de. 11/01/2011, 1

se licence(s) has/have been

[ am to point out the provisions of Drugs Act, itiof to and not
derogation of any other law for the time being in force and as such the licences issued
under Drugs Act will be in addition to and distinct from any licences which may be
necessary under the Import Trade Control Regulations made of the Government of
India, Ministry of Commerce,

The import licence(s) mentioned in para (I) above will not accordingly to

itself/themselves be sufficient authority for import of Drugs covered by that/those
licence if under the Import Trade Control Regulations of the Commerce Ministry
separate licences are required for import of such drug(s).

I'am therefore, to advise you to obtain, where necessary licences for import of drugs
in question under the Import Trade Control Regulatlons

Any literature or packing accompanying the drug or any matter stated on the label
should not contravene the provisions of the Drugs and Magic Remedies
(Objectionable Advertisement) Act.

The Assistant Drugs Controller (India) and Technical Officer of the Central
Organization at the: ports will be Officers authorized to inspect the premises of
IITIpO!‘telS establishments for the purpose of Rule 26 of the Drugs Rules.

Please acknowledge receipt of this letter and its enclosures.

Yours faithfully,

& 3FLB 201 Ass:s % chsvotter TmaT)

Copy together with copy of Licence No. BD-605-18471 dated

AL =

‘Asstt. Drugs Controller (India), New Customs, Fort, Mumbai.
Assit. Drugs Controller (India), Customs House, Kolkata.
Asstt. Drugs Controller (India), Customs House, Chennai.
Asstt. Drugs Controller (India), IGIA, New Delhi.




FORM 10
(See rules 23 and 27)

Licence to import drugs (excluding those specified in Schedule X) to the Drugs and Cosmetic

Rules, 1945

Licence Number BD-605-18471 . Dat& % %_ e a nG ﬁ

1. M/S. Parabolic Drugs Ltd. Village Sundhran, P.0O. Mubarakpur, Tehsil Dera
Bassi, District Mohali is hereby reensed-inte-India-during the period for which this

L o > . '
Jicence is in force, the drugs @g;c&h%{m&in@@@%% By M/s. Zhejiang

Xirhua Pharmaceutical Cq. Ltd., The Base of Chemical Bulk Drug, Linhai

District, Zhejiang Provinee China _ any other drugs manufactured by the said

manufacturer as may from time to time be endorsed on this licence.

2. This licence shall be in force from 28/01/2011 to 31/05/2012 uniess it is sooner

suspended or cancelled under the said rules.
Names of drugs to be imported
Ampicillin Sodium With Sulbactum Sedium Use
Item (One) Only
Place: New Delhi

Date : !5 :SEEB 20“

Conditions of Licence

Diracidiz

A photocopy of licence shall be displayed in a prominent place inFéiD'pam

afcad
Premises, and

\

@ﬁiitl?é';
the original licence shall be produced, whenever required.
Each batch of drug imported into India shall be accompanied with a detailed batch test report
and a batch release certificate, duly signed and authenticated by the manufacturer with date of
testing, date of release and date of forwarding such reports. The imported batch of each drug
shall be subjected to examination and testing as the licensing authority deems fit prior to its
marketing.
The licensee shall be responsible for the business activities of the manufactirer in [ndia along
with the registration holder and his authorised agent.
The licencee shall inform the licensing authority forthwith in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change in the
constitution of the firm takes place, the current licence shall be deemed to be valid for a
maximum period of three months from the date on which the change takes place unless, in
the meantime, a fresh licence has been taken from the licensing authority in the name of the

firm with " the changed constitution™;



No. 6-3/BD/86/09-DC

From:
The Drugs Controller (India)
Directorate General of Health Services
FDA Bhawan, Kotla Road
Phone No.-011-23236965, Fax No.-23236973
New Delhi da
To: B 3 ? EB tfﬁ H

W/s. J.B. Khokhani & Co. .

Survey No, 50, Hissa No. 4, Gala No. 6, 1st Fl. Thakkar Comp.
Val Village,Anjur Road

Bhiwandi

Sub: Import Licence under the Drugs Act, 1940 and Drugs Rules thereunder.
Dear Sir/Sirs,
With reference to your application for import licence forwarded to this office with your letter

No. Nil Dated 07/01/2011 received by this office vide di lﬁ 0 1366 dt. 11/01/2011, 1
enclose licence(s) Nos. BD-825-18472 dated Iﬂ '1' ese licence(s) has/have been

under the Drugs Act, 1940 and Rules thereunder
I. 1 am to point out the provisions of @%g g n n to and not
@ gﬁhy nces issued
icences! which may be

derogation of any other law for the time being
vernment of

under Drugs Act will be in addition to and d:stmct flom
necessary under the Import Trade Control Regulations made of the
India, Ministry of Commerce.

2. The import licence(s) ment;oned in para (1) above will not accordingly to
itself/themselves be sufficient authority for import of Drugs covered by that/those
licence if under the Import Trade Control Regulations of the Commerce Ministry
separate licences are required for import of such drug(s). '

3. Fam therefore, to advise you to obtain, where necessary licences for import of drugs
in question under the Import Trade Control Regulations.

4. Any literature or packing accompanying the drug or any matter stated on the label
should not contravene the provisions of the Drugs and Magic Remedies
(Objectionable Advertisement) Act,

5. The Assistant Drugs Controller (India) and Technical Officer of the Central
Organization at the ports will be Officers authorized to inspect the premises of
importers establishments for the purpose of Rule 26 ofthe Drugs Rules.

6. Please acknowledge receipt of this letter and its enclosures.

Yours faithfully,

\

. ’
% 3 ?EB ‘-i@ﬂ Assistant Dy
No. 6-3/BD/86/09-DC

Copy together with copy of Licence No. BD-825-18472 dated

Asstt. Drugs Controller (India), New Customs, Fort, Mumbai.
Asstt. Drugs Controller (India), Customs House, Kolkata.
Asstt. Drugs Controller (India), Customs House, Chennai.
Asstt. Drugs Controller (India), IGIA, New Delhi.

b D e




FORM 10
(See rules 23 and 27)

Licence to import drugs (excluding those specified in Schedule X) to the Drugs and Cosmetic
Rules, 1945

Licence Number BD-825-18472 Date Qﬂﬁ

1. M/S. J.B. Khokhani & Co. Survey No. 50, Hissa No. 4, Gala No. 6, 1st FL

Thakkar Comp. Val Village, Anjur Road, Bhiwandi is hereby licensed into India

during the period for which this licence is in force, the drugs specified below,

manufactured By M/s. Henan Topfond Pharmaceutlca,f.a.ﬂ Ltd. No 1219,

orsed on this licence.

2, This licence shall be in force from 28/01/2011 to 31/01/2013 unloss it 1§ sooner

suspended or cancelled under the said rules.
Names of drugs to be imported
Ofloxacin IP
Item (One) Only
Place: New Delhi |

-rmm—a b B (AR
P" stant Drulls Gontroller (lndla)

TERE {rerSEzHﬁ'

nesal of l-ls.=:alth Services

ariorai®
Conditions of Lic@Hce" £.[.A, Bhawan, Kolla Road
Novw Dalhi-110 002

1. A photocopy of licence shall be displayed in a prominent place in a part of the premises, and

r.a(-:e

the original licence shall be produced, whenever required.

2. Each batch of drug imported into India shall be accompanied with a detailed batch test report

and a batch release certificate, duly signed and authenticated by the manufacturer with date of

testing, date of release and date of forwarding such reborts. The imported batch of each drug
shall be subjected to examination and testing as the licensing authority deems fit prior to its
marketing.

3. The licensee shall be responsible for the business activities of the manufacturer in India along
with the registration holder and his authorised agent.

4. The licencee shall inform the licensing authority forthwith in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change in the
constitution of the firm takes place, the current licence shal-l be deemed to be valid for a
maximum period of three months from the date on which the change takes place unless, in
the meantime, a fresh licence has been taken from the licensing authority in the name of the

firm with the changed constitution™;




