No. 6-3/BD/12/03-DC(Re-Reg-2009) - @

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:

1 5 MAR 2011
M/s. The Madras Pharmaceuticals L

No. 137-B, Old Mahabalipuram Road,
Karapakkam, Chennai- 600 096

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

Dear Sir/Sirs,

With reference to your applicatiowxrfz)r import licence f(%_(wzrg e«ﬁ to this office with your letter
No. Nil Dated 03/03/2011 received by this '@f‘ff}ei\ﬁiﬁe‘idi Ho. 10022 _dt. 03/03/2011, I
enclose licence(s) Nos. BD-218-18716 dated . This/These licence(s) has/have been

under the Drugs Act, 1940 and Rules thereunder.

1. 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 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. o : I

2. The import licence(s) men i@f?i% 1 [not accordingly to

_ itselffthemselves be sufficient-authority forimport-of-Prags—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 maiter stated on the label
should not contravene the provisions of the Drugs and Magic Remedies
~ (Objectionable Advertisement) Act. o B

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

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

et
O
 Assistant Diug Conteo
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ad ST

-

er(India)

No. 6-3/BD/12/03-DC(Re-Reg-2009) i
Copy together with copy of Licence No. BD-218-18716 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.

R N



FORM 10
(See rules 23 and 27)

Licence to import drugs (excluding those specified in Schedule X) to the Drugs and Cosmetic
Rules, 1945 '
S 3 204
Licence Number BD-218-18716 DaE 5 MAR 20

1. M/S. The Madras Pharmaceuticals No. 137-B, Old Mahabalipuram Road,
Karapakkam, Chennai- 600 096 is hereby licensed into India during the period for

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

Zhejiang East- Asia Pharmaceutical Co. Ltd. Economic Development Zone Of

Sanmen County Zhejiang 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 08/03/2011 to 30/06/2012 unless it is sooner

suspended or cancelled-under-the-said-rules- - rm——

Names of drugs to be imported
1. Ofloxacin BP @FFE@E @@PV

2. Levofloxacin Hemihydrate

Item (Two) Only
Place: New Delhi
1
o TEMAR 20

3]

Conditions of Llcence-:f, e
Fecloraty Gene
A photocopy of licence shall be displayed in a promment plaéefm/s.%p@rg &@%ﬁ’%@géﬁ%wsaﬂd
New Delpi. =110 ¢o2
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 shali 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 licehsing authority in the name of the

firm with the i changed constitution”;



No. 6-3/BD/28/10-DC @

From:
The Drugs Controller (India)
Directorate General of Health Services
FDA Bhawan, Kotla Road
Phone No.-011-23236965, Fax No.-23236973
e d 1
To: {\T q W&R %&ﬂ

M/s. Ruskin Chemi Pharm
4/A Bhang wadi, Shopping Arcade, Kalbadevi Road,

Mumbai-400002

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 24/02/2011 received by this ofﬁc%vﬁﬁ Higeno, 9359 dt. 28/02/2011, 1
enclose licence(s) Nos. BD-859-18717 datedd 9 . These licence(s) has/have been
under the Drugs Act, 1940 and Rules thereunder.

1. 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 licence

2. The import licence(s) mentioned in—para— above will not accordingly to
itself/themselves be sufficient authority for import of Drugs covered by that/those
licence if under the Import Trade Contro] 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 ﬁecessary 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,

No. 6-3/BD/28/10-DC ¢« ot ﬁ%ﬂ 9 145
: : A
Copy together with copy of Licence No. BD-859-18717 datéd E

Asstt. Drugs Controller (India), New Customs, F ort, Mumbai. \
Assit. Drugs Controller (India), Customs House, Kolkata.

Asstt. Drugs Controller (India), Customs House, Chennai.

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

IO S T N



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-859-18717 - Dafe SMAR—2011

I. M/S. Ruskin Chemi Pharm 4/A Bhang wadi, Shopping Arcade, Kalbadevi
Road, 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. Henan

Kangtai Pharmaceutical Group Corporation No. 338, Kangtai Road, Sishui
Town, Xingyang 450141 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 08/03/2011 to 30/06/2013 2013 unless it is sooner

suspended or cancelled under the said rules.
Names of drugs to be imported _ '
Norfloxacin IP @?F%@E @@ py
Item (One) Only '
Place: New Delhi
Date : Ny ]
¥

wEr Al FdTe E)

Assistant Cru sgp a_y_s {Indla}

qaﬂ‘vﬂxﬁu f Health Serv
s it Q ea ¥
Conditions of Llcrélfc'é""af;egaegnr;?an ﬁ%ﬂgol:;oad
. . . . New Delhi=1
A photocopy of licence shall be displa ed in a prominent place in a part of the remises, and
p py ol play p P p p

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 batc;h release certificate, duly signed and authenticated by the manufacturer with date of -

testmg, date of release and date of forwardmg 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/28/10-DC o

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: - i 5MAR 7077

‘M/s. Harshada Corporation

Bldg, No.1, Ground Floor, No.38, Bomanji Master Road,
Opp. Kalbadevi Post Office

Mumbai-400002

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 24/02/2011 received by this office vide diary nd. 9549 dt. 28/02/2011, I

enclose licence(s) Nos. BD-859-18718 datedi 5 %%ﬁ R 'I?]Esﬁhese licence(s) has/have been
under the Drugs Act, 1940 and Rules thereunfier: R -
-'39 ?éc%ﬁi n to and not

1. I am to point out the provisions df 1@%@%@1@0@
e zmng.m—fer i uch the licences issued

derogation of any other law for the ti _
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. Tam 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 accbmpanying 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,

A

Assistant D¥ug Cdntroller:

No. 6-3/BD/28/10-DC
Copy together with copy of Licence No. BD-859-18718 dated [ 5

Asstt. Drugs Controller (Indja), 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.

ENERE N




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-859-18718 Date_ 0 1
1. M/S. Harshada Corporation Blde, No.1. Ground Floor, No.36, Bomanii Master
Road, Opp. Kalbadevi Post Office 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, Henan Kangtai Pharmaceutical Group Corporation No.

338, Kangtai Road, Sishui Town, Xingyvane 450141 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 08/03/2011 to 30/06/2013 unless it is sooner

suspended or cancelled under the said rules.

Names of drugs to be impoﬁ:ed @ g;: F E@E @@ PY

Norfloxacin IP

Item (One) Only
Place: New Reli AR ﬁﬁ
Date :

= —
WUKRETY
argn Ha® (fﬁf_ﬁ
P:ssislamD;ugs(Seaﬂf £

Jpay RIS
Conditions of Licence ¥

o=
garvices
ate General of Hea“hd
DifeCtorateD A ghawan, Kotla Rod

A photocopy of licence shall be displayed in a prominent place in'anpari’?é‘f‘ﬁﬁ%oﬁ%emises, and

the original licence shall be produced, whenever required.

- . EBach 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 ﬂ_le licensing authority in the name of the

firm _ with the changed constitution”,



No. 6-3/BD/85/07-DC(Re-Res-201 1)

From:
The Drugs Controller (India)
Directorate General of Health Services
FDA Bhawan, Kotla Road
Phone No.-01 1-23236965, Fax No.-23236973

New Delhi, dated

To: ' 1 5MAR 20“

Mis. Ruskin Chemi Pharm
4/A Bhang wadi, Shopping Arcade, Kalbadevj Road, -
Mumbai-400002

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 24/02/2011 received by this office vide diary no. 9360 _dt. 28/02/2011, 1
enclose licence(s) Nos. BD-709-18719 daicedg. MAD ?ﬁ]ﬁisﬂ“ hese licence(s) has/have been
under the Drugs Act, 1940 and Rules thereunder. .

1. 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
necessary under the Import Trade Contro! Re ufati
India, Ministry of Commerce.

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

3. Iam 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 Ofﬁcér 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,

—

srotter (Tndia)
No. 6-3/BD/85/07-DC(Re-Reg-2011) '
Copy together with copy of Licence No. BD-709-18719 dated § (AR

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.

male S




FORM 10
(See rules 23 and 27)

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

= oo R
Y A i 1 i
§ SW i e

Licence Number BD-709-18719 Daté

1. M/S. Ruskin Chemi Pharm 4/A Bhang wadi, Shopping Arcade, Kalbadevi
Road, 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. Zhejiang
Guobang Pharmaceutical Co. Ltd. No. 6, Weiwu Road,Hangzhou Gulf Shangyu

Industrial Zone Zhejiang, P.R.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 08/03/2011 to 28/02/2014 unless it is sooner

suspended orcancelled-under the said-rules. - - e

2.

(%]

Names of drugs to be imported | @Eﬁ:‘? E@ E : @ @ @‘%{f

Annexure-1

Item (Four) Only
Place: New Delhi

Date LSME} 1

ARVIND KUKRETY

Asslstant Drigs Control erﬁﬁ;‘?
IR A HBPR Ty
Pororate General 'of Health Services

Conditions of Licenge,
A photocopy of licence shall be displayed in a prominent place ig'%gﬁhﬁaﬁ?g%is&s, 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 testiﬁg 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 an‘d 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™;



ANNEXURE-1 (List of Products of Form 19 License No. BD-709-18719)

1. Azithromycin IP
2. Ciprofloxacin Hydrochloride IP
3. Roxithromycin IP
4. Clarithromycin IP

Item (Four) Only

OFFICE COPY




. From:

No. 6-3/BD/85/07-DC(Re-Reg-2011)

The Drugs Controller {India)

Directorate General of Health Services
FDA Bhawan, Kotla Road

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

To:

New Delhi, dated

i 5MAR 2011

M/s. Ace Pharma

Basement No. 11-12, Star Trade Centre,
Chamunda Circle, S.V. Road, Borivali {W)
Mumbai-400092

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 lgtter

No. ACE/DCGI/17/2010-11 Dated 23/02/2011 received by this office yid 9413
di. 28/02/2011, 1 enclose licence(s) Nos. BD-709-18720 dated i 5’ hﬁAﬁgﬁihese

licence(s) has/have been under the Drugs Act, 1940 and Rules thereunder.

L.

No. 6-3/BD/85/07-DC(Re-Reg-2011)

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 bemg in force and as such the llcences issued .

i o | ORFIGE COP L]

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 maiter 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.

Pleaselacknowled'ge receipt of this letter and its enclosures.

Yours faithfully,

o
. mm-ia)

Copy together with copy of Licence No. BD- 709-18720 dated 1 i" t\*

bl s

- 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 Schedule X} to the Drugs and Cosmetic

Rules, 1945
e 1 5 MAR ALY

Licence Number BD-7 09—18720

1. M/S. Ace Pharma Basement No. 11-12, Star Trade Centre, Chamunda Circle,
S.V. Road, Borivali (W) Mumbai-400092 is hereby licensed into India during the
period for which this licence is in force, the drugs specified below, manufactured By

M/s. Zhejiang Guobang Pharmaceutical Co. Ltd. No. 6, Weiwu Road,Hangzhou

Gulf Shangvu Industrial Zone Zhejiang, P.R.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 08/03/2011 to 28/02/2014 unless it is sooner

suspended or cancelled under the said rules.

Names of drugs to be imported

1. Azithromycin IP
2. Ciprofloxacin Hydrd
Item (Two}),Only
PlaceT’N g\;\f%]i) ﬁ@?ﬁ i
Date? ~

iz (IR

a

pssistant Drugsy ~antrolier (indi }}
wemees o EGH R ices

!
clorate Generat O Kotla Road
Bhawan, KOU
Conditions of Li¢&tice F.o. £~ 110 002

A photocopy of licence shall be d1SpIayed 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 rrieantime, a fresh licence has been taken from the licensing a'uthority in the name of the

firm with the changed constitution™;




From:

No. 6-3/BD/51/10-DC

The Drugs Controller (India)

Directorate General of Health Services
FDA Bhawan, Kotla Road

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

To:

FogldRRI2g13

M/s. Pradipkumar & Co.

Gala No. 1, Gr. Floor, Munisuvrat Complex,
Phase-ll, Bldg. L-2, Rehnal Village, Tal- Bhiwandi
Dist. Thane

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 21/02/2011 received by this office hﬁe iﬁ
enclose licence(s) Nos. BD-901-18721 date@ M }

no, 9410 dt. 28/02/2011, I
?}These licence(s) has/have been

- under the Drugs Act, 1940 and Rules thereunder.

I.

No. 6-3/BD/51/10-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. p

5. SR
The import licence(s) mentioned in P @Eﬁ %&t@g@ﬂ‘f@n %‘3& ngly to
itself/themselves be sufficient authority for g5 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 labe] -

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.

Piease acknowledge receipt of this letter and its enclosures.

Yours faithfully,

Assistant

Copy together with copy of Licence No. BD-901-18721 dated % % %éﬁ 2[} it

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 Schedule X) to the Drugs and Cosmetic
Ruiles, 1945 :
. g % MAR 2011
Licence Number BD-901-18721 Date

1. M/S. Pradipkumar & Co. Gala No. 1, Gr. Floor, Munisuvrat Complex, Phase-
11, Bldg. 1.-2, Rehnal Village, Tal- Bhiwandi Dist. Thane is hereby licensed into

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

manufactured By M/s. Tianjin Tianyao Pharmaceuticals Co. Ltd. No. 19, Xinvye

9th Street, West Area of Tianjin Economic and Techno!logical Development

Area, Tianjin 300462 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 08/03/2011 to 31/12/2013 unless it is sooner
suspended or cancelled under the said rules.
Names of drugs to be imported @ %M: ? E @E @@ PY
1. Predniséne Ir '

2. Prednisolone (Micronized) IP
3. Spironolactone (Micronized) IP

Item (Three) Only

Place: %ewé)%lﬁg 2& ﬁ

Date :

Assi k\ant Drpys Conlro

e A G ygrra'a A, rvices
ata General o1

d
A.Bhawan, Kotz Roa
i Dl\ew Delhi-110 002

Direcior
Conditions of Licence

A photocopy of licence shall be displayed in a prominent pIace ina part of the prem:ses and
- the: orlgmal 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 hcensmg 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/51/10-DC &

“« From:
The Drugs Controller (India)
Directorate General of Health Services
FDA Bhawan, Kotla Road
Phone No.-01 1-23236965, Fax No.-23236973

. - | N BN

M/s. Anuh Pharma Ltd.,
E-17/3 & 17/4, MIDC, Opp. Brij Ice Factory, Tarapur, Boisar,
Dist. Thane - 401 506

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

Wifh reference to your application for import licence forwarded to this office with your letter
No. Nil Dated 22/02/2011 received by this office vhdé ’cl{zawo. 9416 dt. 28/02/2011, 1
enclose licence(s) Nos. BI3-901-18722 dated$ !:; MAR *hese licence(s) has/have been

under the Drugs Act, 1940 and Rules thereunder. .
| CE COPY \

1. I am to point out the provisions of Drugs c@lﬁggre in_additi not
derogation of any other law for the time being iTTorce 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. Iam 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 labe] -
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,

Assistant Drug Con
No. 6-3/BD/51/10-DC
Copy together with copy of Licence No. BD-901-18722 dated ¢ pipi T oAn ﬁ
2 SO MAN g
Asstt. Drugs Controller (India), New Customs, Fort, Mumbai.
Asstt. Drugs Controller (India), Customs House, Kolkata.
Asstt. Drugs Controller (India), Customs House, Chennaj.
Asstt. Drugs Controller (India), IGIA, New Delhi.

Wb =




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-901-18722 Date___ ‘_
: , BTNt
1. M/S. Anuh Pharma Ltd., E-17/3 & 17/4, MIDC, Opp. Brij Ice Factory,
Tarapur, Boisar, Dist. Thane - 401 506 is hereby licensed into India during the

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

M/s. Tianjin Tianyao Pharmaceuticals Co. ‘Ltd. No. 19, Xinye 9th Street, West

Area of Tianjin Economic and Technological Development Area, Tianjin

- 300462 China__any other drugs manufactured by the said manufac’mrer as may from

time to time be endorsed on this licence.

2. This licence shall be in force from 08/03/2011 ‘to 31/12/2013 unless it is sooner
suspended or cancelled under the said rules. -
Names of drugs to be imported @FFE@E @@ @y ’
Prednisolone (Micronized) IP -
Item (One) Only
Place: New Delhi '
Date : i

ARVIN KUKRETY

wgrEs aiiy )P
Agsistant Drugs Gonlrofler

TaRe Jal ﬂu‘ﬁéﬁﬂ_ﬂ
Conditions Olecfﬂg?orme General of Health Services

A photocopy of licence shall be displayed in a prominent place ifi Da\‘pfahiﬁg"% fﬁ,‘g@remlses, 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 threc 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/51/10-DC

From:
The Drugs Controller (India)
Directorate General of Health Services
FDA Bhawan, Kotla Road
Phone No.-01 123236965, Fax No.-23236973
To:

M/s. Black Rose Industries Ltd,
145-A, Mittal Tower, Nariman Point
Mumbai-400021

New Delhi, dated

# SMAR 2011

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 22/02/2011 received by this office vide diary no, 9411 dt¢. 28/02/2011, 1

enclose licence(s) Nos. BD-961-18723 dated ﬁw E]as}/i" hese licence(s) has/have been

under the Drugs Act, 1940 and Rules thereundir

1. 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-Govermmem of

India, Ministry of Commerce. OFFICE CORY

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 Contro] 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 faithfuliy,

No. 6-3/BD/51/10-DC i i i3
Copy together with copy of Licence No. BD-901-18723 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.

oW —

roller (India)




FORM 10
(See rules 23 and 27)

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

Rules, 1945

Licence Number BD-901-18723 Date} FMAR 2011

1. M/S. Black Rose Industries Ltd. 145-A, Mittal Tower, Nariman Point Mumbai-

400021 is hereby licensed into India during the period for which this licence is in
force, the drugs specified below, manufactured By M/s. Tianjin Tianyao
Pharmaceuticals Co. Ltd. No. 19, Xinve 9th Street, West Area of Tianjin

Ecopomic and Technological Development Area, Tianiin 300462 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 08/03/2011 to 31/12/2013 unless it is sooner
suspended or cancelled under the said rules.
Names of drugs to be imported @FFH@ E @@E@\f
1. Prednisone IP :
2. Prednisolone (Micronized) IP
3. Spironolactone (Micronized) IP

Item (Three) Only
Place: N i
e NOW AR 201
Date :

it Sl
Conditions of Licence 2;;::?2; [%gs %%’r%”ﬁ%%"ﬁg
A photocopy of licence shall be displayed in a prominent piéggﬁaag.epgﬁf%%hoé ngcgzttlr?i:sfs:g,r ‘Q;%S
the original licence shall be produced, whenever required. R
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/78/02-DC(Pt-I)(Re—Registration 2008)

From: _
The Drugs Controller (India)
Directorate General of Health Services
FDA Bhawan, Kotla Road
Phone No.-01 1-23236965, Fax No.-23236973

New Delhi, dated

To: .5MAR 2018

M/s. Black Rose Industries Ltd,
145-A, WMittal Tower, Nariman Point
Mumbai-200021

Sub: Import Licence under the Drugs Act, 1940 and Drugs Rules thereunder.,
Dear Sir/SirS,
No. Nil Dated 22/02/2011 received by this office vide diary no, 9412 t. 28/02/2011, 1

enclose licence(s) Nos. BD-59-18724 dated-g' é M ;‘;E. Zﬁﬁgfl‘hese licence(s) has/have been
under the Drugs Act, 1940 and Rules thereundd&- ‘

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 i addition to and distinc icences-wt

necessary under the Import Trade Control Re HE

India, Ministry of Commerce,

2. The import licence(s) mentioned in para above will not accordingly to
itselffthemselves 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. T 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 labe]
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 jts enclosures.

Yours faithfully,

A

| trofler (Tndia)
No. 6-3/BD/78/02-DC t-1)(Re-Registration 2008
Copy together with copy of Licence No. BD-59-18724 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.

P -




FORM 10
(See rules 23 and 27

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

Rules, 1945
Date ESMAR 20“

Licence Number BD-59-18724

1. M/S. Black Rose Industries 1td. 145-A, Mittal Tower, Nariman Point Mumbai-

- 400021 is hereby licensed into India during the period for which this licence is in

force, the drugs specified below, manufactured By M/s. Fermic S.A. de C.V,
Reforma No. 873. Colonia San Nicolas Tolentino 09850 Mexico, D.F. Mexico

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 08/03/2011 to 31/12/2011 unless it is sooner

suspended or cancelled under the said rules.

Names of drugs to be imported @;F = E@ ; @E@Y

7l
),

4

1. Clavulanate Potassium+Avicel

2. Clavulanate Potassium+Syloid
3. Clavulanate Potassium - Sterile+Amoxiciilin Sodium Sterile
Item (Three) Only

Place: Nﬁev%%eaﬂlg ?31
Date:

TRINE PP
2 S
ARVIND KUKRETY
TR ted ks T ~
o 195 SES A
Conditions of Licence zon D 7@ Health Services

. . . . ryirach ate Ge:!‘e’_\rl?,l O‘f Hla R 3d_
A photocopy of licence shall be displayed in a prominent ﬁlacceclrnFa:‘part-Gofkﬁl@;lﬁngmlses, and

Maw OB

the original licence shail be produced, whenever required,
Each batch of drug imported into India shali be accompanied with a detailed batch test report
- arid’a batch release certificate, dﬂu‘iy éigned 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 pefiod of three months from the date on which the change takes place unless, in
the meantime, a fresh ljcence has been taken from the licensing authority in the name of the

firm with the changed constitution™;




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

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

New Deihi, dated

To: | g 5MAR 201

M/s. G.C. Chemie Pharmie Ltd,
5-C, Shri Laxmi Ind. Estate New Link Road, Andheri (West},
Mumbai-400053 :

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 26/02/2011 received by this ofﬁcef_vide,di ry.Bo. 9414 dt. 28/02/2011, I
enclose licence(s) Nos. BD-404-18725 dated 15 .";n’l,"-“ﬁ 1?5/& $se licence(s) has/have been
under the Drugs Act, 1940 and Rules thereunder. '

1. 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 m y be

necessary under the Import Trade Control Reentations made o t@@ Ament of
India, Ministry of Commerce. @FF%@ = E %

2. The import licence(s) mentioned in para (I) above will not accordingly to
itselffthemselves 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. @ am therefore, to advise Yyou 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. o ' o

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,

_ Assistant D¥u trofler (India)
No._6:3/BD/07/04-DC(Re-Registration 2010) LR S \
Copy together with copy of Licence No. BD-404-18725 dated

Asstt. Drugs Controller (Jndia), 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.

BN




FORM 10
(See rules 23 and 27)

Licence to import drugs (excluding those specified in Schedule X) to the Drugs and Cosmetic
Rules, 1945 1
Licence Number BD-404-18725 ~ Date 1 5 MAR 201

L. M/S. G.C. Chemie Pharmie Ltd. S-C, Shri Laxmi Ind. Estate New Link Road,
Andheri (West), Mumbai-400053 is hereby Ilcensed into India during the penod

for which this licence is in force, the drugs specified below, manufactured By MJs.
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 08/03/2011 to 31/08/2013 unless it is sooner

suspended or cancelled under the said rules.
Names of drugs to be imported
1. Thiamine Hydrochkloride IP (Vitamin B1 Hydro Chloride)
2. Thiamine Mononitrate IP (Vitamin B1 Mononitrate)
Item (Two) Only
Place: New eih:: w9y ﬁ
Date :

&
warad AN f*ﬁ@ﬁiﬁ%%p

troller
iti : Aasistant Drugs Con
Conditions of Licenc Crared W FE

ale General of Heaith Services

1. A photocopy of licence shall be displayed in a prominent 5148&° ;mffﬁg%rg?ﬁfgigﬁpfgmlses and
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
testmg, 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 pi‘IOl‘ 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 shail be deemed to be valid for a
maximum. period of three months from the daté 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 constitutjon™;



From:

No. 6-3/BD/08/2007-DC

&

The Drugs Controller (India)

Directorate General of Health Services
FDA Bhawan, Kotla Road
Phone No.-011-23236965, Fax No.-23236973

To:

(g IRAR 2044

M/s. Sheetal Pharma

Shantivilla, Shantivan Tower Compound,

Plot No. 3, 3rd floor, Devidas Lane, Borivali (West)
Mumbai-400103

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 24/02/2011 received by this office vide diary no. 9388 dx. 28/02/2011, 1
enclose licence(s) Nos. BD-679-18726 dated g £5p ﬁthxs’l'ﬁlﬁse licence(s) has/have been
under the Drugs Act, 1940 and Rules thereunder, 2~ ¥+ €

No. _6-3/BD/08/2007-DC

1.

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 distinet from any lic i ay be
necessary under the Import Trade Control f

India, Ministry of Commerce.

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 necesséry 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 faithfuily,

Copy together with copy of Licence No. BD-679-18726 dated : A

B WP

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

fls m@gf QZW% nt of

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




[

b
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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-679-18726 Date? 5 H Q R 20 "

1. M/S. Sheetal Pharma Shantivilla, Shantivan Tower Compound, Plot Ne. 3, 3rd
floor, Devidas Lane, Borivali (West) Mumbai-400103 is hereby licensed into

India during the period for which this licence is in force, the drugs specified below,
manufactured By M/s. Chongging Daxin Pharmaceutical Co. Ltd. No. 22,
Chuangzae Road, Beibei District, Chongging 400700 P. R.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 08/03/2011 to 31/07/2013 unless it is soomer

suspended or cancelled under the said rules.

Names of drugs to be imported @ F E:: ﬁ@ E @@ py

Amikacin Sulfate IP
Item (One) Only
Place: New Delhi .. z@;éfﬁ

i

Date ; E 3 ['lvsg:.n

<l
ARVIND KUKRETY |
werws shabeall i
. . Assistant Drugs Controlier {India)
Conditions of Licence  waez v wiitrdwmon

. . L . Dirgctorate Genaral of Health Services

A photocopy of licence shall be displayed in a prominent place in a%ﬁzﬁ?)a%t%%%%mases, and
i ew Delhij-

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 wriling 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 anthority in the name of the

firm ' with the changed - constitution™;



From;

To:

No. 6-3/BD/12/03-DC(Re—Reﬂ-ZOO.‘)) @

The Drugs Controller (India)
Directorate General of Health Services
FDA Bhawan, Kotla Road

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

New Ref o741

M/s. Man Mill Chemeials Pvt. Ltd,

- Gala No. 20, Bldg, No. 3, 'B' Wing,

1st Fl, Manish Comp. Anjurphata, Rehnat Village
Bhivandi

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

Dear Sir/Sirs,

No. 6-3/BD/12/03-DC(Re-Reg-2009)

With reference to your application for import licence forwarded to this office with your letter
No. Nil Dated 26/02/2011 received by this ofi c%vgiidg glampge. 9415 di. 28/02/2611, 1
enclose licence(s) Nos. BD-218-18727 dated & -of SR RAce licence(s) has/have been
under the Drugs Act, 1940 and Rules thereunder.

1. T 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. PR
OFFICE cOpY

2. The import licence(s) mentioned in pé above will ot accordilgly 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 (Ihdia) 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,

Assistanti]) ontroller (India)

Copy together with copy of Licence No. BD-218-18727 dated © %J@ﬁ&?

iy
L.~ Asstt. Drugs Controller (India), New Custbris, Fort, Mumbai.
2. Asstt. Drugs Controlier (India), Customs House, Kolkata.
3. Asstt. Drugs Controller (India), Customs House, Chennai.

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




1.

2.

3.

4.

FORM 10
(See rules 23 and 27)

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

Rules, 1945 1. 5MAR 201t

Licence Number BD-218-18727 Date

I. M/S. Man Mill Chemecials Pvt, Ltd. Gala No. 20, Bldg, No. 3, 'B' Wing, 1st Fl,
Manish Comp. Anjurphata, Rehnal Village Bhivandi is hereby licensed into

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

manufactured By M/s. Zhejiang East- Asia Pharmaceutical Co. Ltd, Economic

Development Zone Of Sanmen County Zhejiang China any other drugs

manufactured by the said manufacturer as may from time to time be endorsed on this
licence,

2. This licence shail be in force from 08/03/2011 to 30/06/2012 unless it is sooner

suspended or cancelled under the said rules.

Names of drugs to be imported
Ofloxacin BP
Item (One) Only

Place: New Delhi y3
Dae. B9 mbR 201

GRiyg 3.& 1 %ﬁi\’ﬁj

Assistant Drugg Controlier {India)
HerfFra

- Conditions of Licenct_e YR ey wygpe
A photocopy of licence shall be displayed in a prominent pla(}:féeicigo?ga%eﬁgﬁgﬂh?gﬁ&gﬁeéﬂﬂ?'5
the original licence shall be produced, whenever required. e elhi-110 o2
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 importéd batch of each drug
shall be subjected to examination and testing as the licensing authority deems fit prior to its
marketing, 7 '
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 cwrrent licence shall be deemed to be valid for a

firm - with the changed ' constitution”;




