No. 6-3/BD/31/08-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: , i 7 JUN ?gn

M/s. Biocon Limited

Konnar Industries, 29/A, 1st Floor,
Veerasandra Industrial Area, Electronics City
Bangaiore-560100

Sub: Imporf 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 19/05/2011 received by this office vide diary no, 24285 dt. 23/05/2011, I
enclose licence(s) Nos. BD-795-19171 dated ] ; ’“ This/These licence(s) has/have been
under the Drugs Act, 1940 and Rules thereunder. N ﬁ 11 '

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. :

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. 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 contravéne 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
No. 6-3/BD/31/08-DC =]

T ""'j"""?;'ﬁ"GOPY'tOgethef ‘with-copy of -Eicen'ce?Nﬁ;BD:j%;19171:35@6@:7_"UUN2@31“”"“'”_ et e

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

W



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-795-19171 pate 1 ) JUN 207

1. M/S. Biocon Limited Konnar Industries, 29/A, 1st Floor, Veerasandra

Industrial Area, Electronics City Bangalore-560100 is hereby licensed into India

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

manufactured By Mis. Zhejiang Hisun Pharmacentical Co. Ltd. 1 Haizheno

Avenue, jiaofiang District Taiihou City, Zhejiang Province, 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 14/06/2011 to 30/06/2012 unless it is sooner
suspended or cancelled under the said rules.
Names of drugs to be imported
1. Meropenem with Sodium Carbonate Mixture .
2. Imipenem & Cilastatin USP (With Buffered Sodium Bicarbonate)
Item (Two) Only
Place: New Delhi

Dateu 7 YN0 11

ARVIN KUKRETY

werae A
AsmstantDrugs ontrol er

TR
Conditions of Llcegﬁgctorate General of I;Il e;”:d Serwces
. « 0
A photocopy of licence shall be displayed in a prominent p]ace in Emt@f K(&ﬁ@mises, and

the original licence shall be produced, whenever required.
.Each batch of drug lmported into India shall be accompamed with a detalled 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 authonty 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

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™;

constltutlon of. the fi rm takes-place;-the -current-licence “shall-be: deemed-to-be valid fora =7 """



" From:

To:

No. 6-3/BD/86/09-DC ,@ _

The Drugs Controller (India)

Directorate General of Health Serv1ces
FDA Bhawan, Kotla Road

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

New Delhi, dated

17 JUN 205

M/s. Biocon Limited
20th K.M. Hosur Road Electronic City
Bangalore-560100

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

Dear Sir/Sirs,

No.  6-3/BD/86/03-DC

With reference to your application for import licence forwarded to this office with your letter
No. Nit Dated 19/05/2011 received by this office vide diary no, 24286 dt. 23/05/2011, 1
enclose licence(s) Nos. BD-825-19172 dated ThlS/T hese licence(s) has/have been
under the Drugs Act, 1940 and Rules thereunﬁer? ;" ,N

I,

I am to point out the provisions of Drugs Act, 1940 aré 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 maftter stated on the label
should not contravene the provisions of the Drugs and Maglc Remeches

(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,

- Copy together with copy of Licence No, BD-§25-19172 dated'_ _______ 1 JU N 2 0'}

#ww~

- Asstt. Drugs Controller (Indla) 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-825-19172 : Datel ] ["N 2[]"

1. M/S. Biocon Limited 20th K.M., Hosur Road Electronic Cityv Bansalore-560100

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 Pharmaceutical Co.
Ltd. No. 1219, Jiaotong Road, Zhumadian, Henan 463000 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 14/06/2011 to 31/01/2013 unless it is sooner
| suspended or cancelled under the said rules.
Names of drugs to be imported
Simvastatin IP
Item (One) Only
" Place: New Delhi

Date':l Z l“N 20”

KUKRETY
WEHE Wy (+1r)
Assistant Dru m AN a)
e Y HeifagEed

Conditions OfL'cel.yF%ctorate General of Health Services

F.D.A.Bhawan, Kotla Road
1. A photocopy of licence shall be displayed in a prominent place in a part ofithe:premises, 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
~ testing, date of release and date of forwarding such reports The 1mported batch of each drug
shall be subjected to examination and testmg as the !1censmg authorlty deems fit prior to its
marketing.

3. The licensee shall be re5pon51ble 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 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

,uﬁ!m.._ e e _Wjﬂl [N 1 o Y-S _,Hchan_gcdv Sy coDS.tituuonzt.‘.‘. SIS



No. 6-3/BD/12/02-DC(Pt-1) (Re-Reg-2010)

From: | |

The Drugs Controller (India)

Directorate General of Health Services
FDA Bhawan, Kotla Road

Phone No.-01 1-23236965, Fax N0.-23236973

New Delhi, dated

To: | 17 JUN 201

M/s. Harshada Corporation

Bldg. No. 1, Gorund Floor, No. 36,

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 19/05/2011 received by this office vide diary no, 24364 dt. 23/05/2011, I

enclose licence(s) Nos. BD-917-19173 datedﬁ 7 . " i }Hsﬂ" hese licence(s) has/have been
under the Drugs Act, 1940 and Rules thereunder. n

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

5. The Assistant Drugs Controlier (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,

1S

-

AssistantDrug Controller
No. _6-3/BD/12/02-DC(Pt-1) (Re-Reg-2010)

i —Copy together with copyof Licence No. BD-917-19173.dafed -

Asstt. Drugs Contreller (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.

dw,,,,,, T T T I T I I



FORM 10
(See rules 23 and 27)

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

Licence Number BD-917-19173 _ -Date‘ 1 ’”N :20‘1

1. M/S. Harshada Corporation Bldg. No. 1, Gorund Floor, No. 36, Bomaniji
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 Lihua Pharmaceutical Co. Ltd. Middle Of

Huanghe Street, Anvang Hi-Tech Industry Development Zone Henan China

any other drugs manufactured by the said manufacturer as may from time to time be

endorsed on this licence.
5. This licence shall be in force from 14/06/2011 to 28/02/2014 unless it is sooner

suspended or cancelled under the said rules.
Names of drugs to be imported

1. Prednisolone IP

2. Prednisolone Acetate IP

3. Hydrocortisone IP

Item (Three) Only
Place: New Delhi
Date :

7 JU 200

ontm‘.\er {india

o
Conditions of Licence Assﬁtaﬂlmugs
e Health Services

A photocopy of licence shall be displayed in a prommentmlaemm%mﬁg% ises, and
the orlgmal licence shall be produced whenever requlred wDem el

Each batch of drug 1mported into Indla shall be accompamed with a detalled batch test report
and a batch release certificate, duly signed and authenticated by the manufacturer with date of
testing, date of release and da‘fe of forwarding such reports. The imported batch of each dl:ug
shall be subjected to examination and testing as the licensing authofity deems fit prior to its
marketing.

The licensée 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/12/62-DC(Pt-1) (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
To: i

17 JUN 201

M/s. Mac-Chem Products (India) Pvt Ltd.
N-211/2/10, M.1.D.C Boisar,
Dist. Thane-401506 '

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. MCPIPL/DCGI/54/1011 Dated 20/05/2011 received by this offige vide diary no, 24359
dt. 23/05/2011, I enclose licence(s) Nos. BD-917-19174 dated i JUN #9Fhese
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 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 _lébel
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
No. _6-3/BD/12/02-DC(Pt-1) (Re-Reg-2010)

Copy together with copy of Licence No. BD-917-19174 djte

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,

W B —
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FORM 10

(See rules 23 and 27)
Licence to ifnport drugs (excluding those specified in Schedule X) to the Drugs and Cosmetic
Rules, 1945 .
Licence Number BD-917-19174 pat ) JUN 2011

1. M/S. Mac-Chem Products (India) Pvt Ltd. N-211/2/10, M.LD.C Boisar, Dist.
Thane;401506 is hereby licensed into India during the period for which this licence
is in force, the drugs specified below, manufactured By MUs. Henan Lihua
Pharmaceutical Co. Ltd. Middle Of Huanghe Street, Anyang Hi-Tech Industry

Development Zone Henan 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 14/06/2011 to 28/02/2014 unless it is sooner

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

Date:‘ 7 m” 9”7?

TR e
Condmons of Licence Ass,stam Orugs Conteale! {india)

SIEE
. A photocopy of licence shall be dlsplayed in a prominent glagaa% P;aéﬁe@ﬁthie thisesyand

£.D.A. Bhawan, Kot :"P ad
the original licence shall be produced, whenever required. Mow Dethi- 140 0

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 forwardmg such reports. The imported batch of each drug

shall be sub_]ected to examination and testmg as the hcensmg authority deems fit prior to its '
-marketing.

The licensee shall be responsxble for the business act1v1t1es 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 m the constitution of the firm operating under the 1lcence 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

3 7 PGSO | ;T S —— changed T ——-eonstifution®y -




From:

o

No. 6—3/BD/12/02-DC!£I'E—1 ) (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, dated

17 JUN 201

M/s. Add-Biotec,

Unit 110-B, 1st Floor, Andheri Indst Prms,
Co-Op. Soc. PIt N 22, Vira Desai Rd Andheri W
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 19/¢5/2011 received by this office vide diary no, 24360 dt. 23/05/2011, 1
enclose licence(s) Nos. BD-917-19175 dated . This/These licence(s) has/have been
under the Drugs Act, 1940 and Rules thereundar. ’ Jl 'N 20 N

No. 6-3/BD/12/02-DC(Pt-1) (Re-Reg-2010)

1. Iam 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
itselfithemselves 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,

Assm er (India)

el i

Asstt, Drugs Controlier (India), New Cgst(!m;,J yort, Mum
Asstt. Drugs Confroller (India), Customs House, Kolkata.
Asstt. Drugs Controller (India), Customs House, Chennai.
Asstt. Drugs Controller (India), IGIA, New Delhi.

—"Copy topether with copy of Licence No. BD-917-I9175 dated —=~ -_ e
i.

m



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-917-19175 Date 1 7-JUN 27011

1. M/S. Add-Biotee, Unit 110-B, 1st Floor, Andheri Indst Prms, Co-Op. Soc. Pit N
22, Vlra Desai Rd Andheri W_Mumbai-400053 is hereby licensed into India

dunng the period for which this licence is in force, the drugs specified below,
manufactured By M/s. Heman Lihua Pharmaceutical Co. Ltd. Middle Of

Huanghe Street, Anvang Hi-Tech Industry Development Zone Henan 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 14/06/2011 to 28/02/2014 unless it is sooner
suspended or cancelled under the said rules.
Names of drugs to be imported

1. Prednisolone IP

2. Prednisolone Acetate IP

3. Hydrocortisone IP

Item (One) Only

Place: New Delhi

Date : ‘ ; JUN 2[]'“

ARVIN KUKRETYp

Conditions of Licence = 35 frfwr ()
Assistant Drugs Controller {india)

A photocopy of licence shall be displayed in a prominent Bligggo'rigg ATt m i qes,.and
ea priie s :

the original licence shall be produced, whenever required. D aaan Lo frne

.

2. Each batch of drug imported into India shall be accompamed thh a detailed Bﬁtch 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.
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

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 authorlty in the name of the

firm with the : changed _ constitution”;

- . . .

T o pstitation. of-the-firm-takes -place; the current-licence-shall-be deefned-to-be-valid-for-a= ===



From:

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

The Drugs Controller (India)

Directorate General of Health Services
FDA Bhawan, Kotla Read

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

To:

New Delhi, dated

17 U

M/s. Lupin Limited
Shree Arihant Compound, Gala No. 1to0 9,
Bldg No. 21, 1st FI Kalher Pipeline, kalher
Bhiwandi -421302

" 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 19/05/2011 received by this office vide diary no. 24142 dt. 23/05/2011, I
enclose licence(s) Nos. BD-901-19176 dated g - . This/These licence(s) has/have been
under the Drugs Act, 1940 and Rules thereunkr.? ;'UN 20 11

L.

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 Regulat:ons 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 accompanymg 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 estabhshments for the purpose of Rule 26 of the Drugs Rules.

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

Assistant D C

_...Copy together y wﬂchopy of Licence No. BD-901-19176 dated - ' 7 JUV 2 0 " -

e

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

©




FORM 19
(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-901-19176 patel 7 JUN 201

1. M/S. Lupin Limited Shree Arihant Compound, Gala No. 1 to 9, Bldg No. 21, 1st
FI Kalher Pipeline, kalher, Bhiwandi -421302 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 manufactired by the said manufacturer as may

from time to time be endorsed on this licence,
2. This licence shall be in force from 14/06/2011 to 31/12/2013 unless it is sooner

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

Date:g ? '”H 20”

Asststant Drugs Conlroiler {India)

Conditions of Licence
e a1 of Health Services

A photocopy of licence shall be displayed in a prominent plABEYR ahart Neé‘e{i‘m <p Ptemfées, and
the original licence shall be produced, whenever required.
. Each batch of drug 1mp0rted into India shall be accompamed with a detailed batch test report
and a batch release certificate, duly 81gned 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‘shail 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

the meant1me a fresh hcence has been taken from the hcensmg authorlty in the nameé of the

firm , ‘with the ~ changed constitution”;




No. 6-3/BD123[05-DC(Pt—l)(Re-Rrez-Z(lO&) @

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:

17 JUN 200

M/s. Dr. Reddy’s Laboratories Ltd.
Sy. No. 41, Bachupally (V) Qutubullapur{M}
Ranga Reddy Dist.

_ 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. DRL/RA/1007-11 Dated 19/05/2011 received by this office vide diary no, 24250 dt.
23/05/2011, I enclose licence(s) Nos. BD-556-19177 dated ¥ ¥ ’[U Tht hese licence(s)
has/have been under the Drugs Act, 1940 and Rules thereunder. N ffﬁ

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 Government of
India, Ministry of Commerce.

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 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 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
No. 6-3/BD/23/05-DC(Pt-1)(Re-Rreg-2008)
____Copy together with copy of Licence No. BD-556-19177 dated | ] JU N 2[] 11

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.

I



—t

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-556-19177 | Date_ VT JUN 2011

1. M/S. Dr. Reddy's Laboratories ILtd. Sy. No. 41, Bachupally (V)
Qutubullapur(M) Ranga Reddy Dist. is hereby licensed into India during the

period for which this licence is in force, the drugs specified below, manufactured By
M/s. DSM Nutritional Products Pvt. Ltd. Dairy, Ayrshire Ka 245 JJ, Scotland

United Kingdom _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 14/06/2011 to 31/07/201F unless it is sooner

suspended or cancélled under the said rules.
Names of drugs to be imported
Ascorbic Acid IP
Item (One) Only
Place: New Delhi

Date: 1 I JUN 201

wfgy ﬁfqa;ﬁ Tﬁ?ﬁ)

o s Assistant 0
Conditions of Licence oo 1498 Contralier (ingia)

: : rot I
A photocopy of licence shall be displayed in a prominent placeolrreﬂ% ﬁ%ﬁﬁﬁ 5‘@3%‘@8%; ggsd
‘ ’ ':"’:m !1! Kotia /R
the original licence shall be produced, whenever required. v Db 116, 0y
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

sha!l be subjected to examination and testing as the liéénsing 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 authoriset{ 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




No. 6-3/BD/123/09-DC

(%

The Drugs Controller (India)
Directorate General of Health Services

Bhawan, Kotla Road

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

From:
FDA
To:
M/s.
6-9
J &

New Delhi, dated

V7 Juw oy

Sun Pharmaceutical Industries
EPIP, Kartholi, Bari-Brahmana, Jammu,
K

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. SPLY/F/05/14 Dated 21/05/2011 received by this office vide diary no. 24418 dt.

23/05/2011, I enclose licence(s) Nos. BD-845-19178 datedh_jﬁw ".lz‘lﬁsﬁf hese licence(s)

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

1.

No. 6-3/BD/123/09-DC

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 Mlmstry
"_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 accompanymg 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.

1
.

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

Assistam D) oifer (India)

Copy together with copy of Licence No. BD-845-19178 dated

I am to point out the provisions of Drugs Act, 1940 are in addition to and not .

#—s»svr?

Asstt Drugs Controller (Indla); New Customs Fory Mum D

- 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-845-19178 _Date] ’ JUN 201

1. M/S. Sun Pharmaceutical Industries 6-9 EPIP, Kartholi, Bari—Brahmana,

Jammu, J & K is hereby licensed into India during the period for which this licence

is in force, the drugs specified below, manufactured By M/s. Pharmaxyn

Laboratories Ltd. No. 09 Minpu Road, Qingvang, Jiangyin, Wuxi, Jiagsu

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 14/06/2011 to 30/04/2013 unless it is sooner
suspended or cancelled under the said rules.
Names of drugs to be imported
Voglibose
Item (One) Only
Place: New Delhi

Date: B JUN-201)

Assistznt py,

ugs Cont Crrez)
COHdlthl’lS of Licencemmey 3 q;gﬁﬂéer (india)

A photocopy of licence shall be dlsp!ayed ina prommen:;‘i;(::rgéle%:a?vspo@fg' 8,f ﬂ?@'pramsg%sand
the original licence shall be produced, whenever required. =110 002
Each batch of drug imported into India shali be accompamed 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 forwardl_ng such reports. The imported batch of each drug
shall be sdbjedted to examination and testihg as the Iiéer-i'siﬁg' authority deems fit prior to its
marketing,.
The licensee shall be respon51ble 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

firme .‘..with,,,,". T the T D I changed - T gonst'itﬁt'ibﬁi’;:':‘_.':“.'.."_'“?::::"::" i



From:

Tos

Neo. 6-3/BD/29/11-DC

0

The Drugs Controller (India)

Directorate General of Health Services
FDA Bhawan, Kotla Road

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

ilew Delhi, dated

7 JUN 2011

M/s. Sun Pharmaceutical Industries
6-9 EPIP, Kartholi, Bari-Brahmana, Jammu,

J&K

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

Dear Sir/Sirs,

No. 6-3/BD/29/11-DC

With reference to your application for import licence forwarded to this office with your letter
No. SPIJ/F/05/13 Dated 21/05/2011 received by this office vide diary no. 24417 dt.
23/05/2011, I enclose licence(s) Nos. BD-918-19179 dated! 7 "” 'Elbis/T hese {icence(s)
has/have been under the Drugs Act, 1940 and Rules thereunder! n

L.

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 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 Remedles
(Objectionable Advertisement) Act. o

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,

Copy together with copy of Licence No. BD-918-19179 dated

R G — i i || |\ £ 1 T
Asstt. Drugs Controller (India), New Customs Fort, Mumbai.
Asstt. Drugs Coniroller (India), Customs House, Kolkata.
Asstt. Drugs Controller (India), Customs House, Chennai.
Asstt. Drugs Controller (India), IGIA, New Delhi.

ey



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-918-19179 pate 12 JUN_20m1

1. M/S. Sun Pharmaceutical Industries 6-9 EPIP, Kartholi, Bari-Brahmana,

Jammu, J & K is hereby licensed into India during the period for which this licence

is in force, the drugs specified below, manufactured By M/s. Symbiotica Speciality
Ingredients Sdn. Bhd. #518, Jalan Waja 4, Taman Industri Waja, 09000 Kulim,

Kedah, Malaysia _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 06/06/2011 to 28/02/2014 unless it is sooner

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

Date:ﬁ ; HIPI -?@“

Assistant Drugs Coatroller (India)
T

1. A photocopy of licence shall be displayed in a promiﬁent pla%éefﬁoﬁaﬁgﬁ?%ﬁjﬁ&o@ﬁgggﬁeﬁﬂEe5
' New Delhi-110 002

Conditions of Licence

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 forwa.rdmg such reports. The 1mported batch of each drug
shall be subjected to examination and testmg as the licensing authority deems fit prior to its
marketing.

The licensee shall be respon51ble for the business activities of the manufacturer in India along

[F8

with the registration holder and hls 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 pldce, 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




From:

No. 6-3/BD/76/06-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:

M/s.
220,

New Delhi, dated

7 gun 29y

S.A. Pharmachem Pvt. Ltd.
Udyog Bhavan, Sonawala Road, Goregaon(East),

Mumbai-400063

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 09/05/2011 received by this office vide diary no. 24275 dt. 23/05/2011, I
enclose licence(s) Nos. BD-674-19180 dated U’N\ We licence(s)} has/have been
under the Drugs Act, 1940 and Rules thereunder.

1.

No. 6-3/BD/76/06-DC(Re-Reg-2010)

[ 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 packmg accompanymg the drug or any matter stated on the label
should not contravene the provisions of the Drugs and Magic Remedies
~ (Objectionable Advertzsement) Act. R

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,

vt;r

Assistant D 1{131'

Copy together with copy of Licence No. M&Mﬁatﬁd 7 JU N- ?D

N

" Asstt. Drugs Controller (India), New Customs Fort, Mumbal

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



FORM 10 s
(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-674-19180 Date'] ? " l N 20 "

1. M/S._S.A. Pharmachem Pvt. Ltd. 220, Udyog Bhavan, Sonawala Road,
Goregaon(East), Mumbai-400063 is hereby licensed into India during the period

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

Sichuan Neijiang Huixin Pharmaceutical Co. Ltd. No. 188 Linchang Road,

Baima Town_Nejiang City Sichuan 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 14/06/2011 to 31/07/2013 unless it is sooner

suspended or cancelled under the said rules.
Names of drugs to be imported
Vitamin D2{Ergocalciferol) IP
Item (One) Only
Place: New Delhi
Date ;

TTJON 20m

ARVI E %TY
Asmstanl Dmgs Controller (lnd|a}

Condltlons of Licence R Al HEiSEeTeT
Dlrectorate Geﬁh%\t%ﬂm Health Servu

A photocopy of llcence shall be displayed in a prominent place in a part. TARIRISES, and
New Dethi-110 002

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 relcase and date of forwarding such reports. The imported batch of each drug
shail be subjected to examination and testing as the liceﬁsing authority deems fit prior to its
marketing.
The licensee shall be responsible for the i)usiness activities of the manufacturer in India along
with the registration holder and his authorised agent. |
The licencee shall inform the licensing authority fbrthwith 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 Jicence has been. taken _from...tfiél'ihcensmg»author-lt-y-‘mmthename--ot--the— B

firm © with . the ' changed ' constitution™;,



No. 6-3/BD/12/02-DC(Pt-1)(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

T 17 JuN 20m

M/s. Kantilal Manilal & Co, Pvt. Ltd.

S.No. 120, Hissa No.2, Pajki, L-2 Gala No. 384,
Munisuvrat Complex Phase-li, Rehnal Village, 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 oﬂice_ with your letter
No. Nil Dated 19/05/2011 received by this office vide diary no, 24104 dt. 23/05/2011, |
enclose licence(s) Nos. BD-917-19181 dated is/These licence(s) has/have been
under the Drugs Act, 1940 and Rules thereungej. JU N %Sﬁr : ‘

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:

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 Minis
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 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/12/02-DC(Pt-1)(Re-Reg-2010)

Copy together with copy of Licence No. BD-917-19181 da__t_e_d‘ :
Asstt. Drugs Controller (India), New Customs, Fort, Mumbai.
Asstt. Drugs Controller (Indi4), Customs House, Kolkata.
Asstt. Drugs Controller (India), Customs House, Chennai.
Asstt. Drugs Controller (India), IGIA, New Delhi.

+

W



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-917-19181 Dat1 ? '“N 20 ”

1. M/S. Kantilal Manilal & Co. Pvt. Ltd. S.Ne. 120, Hissa No.2, Pajki, 1.-2 Gala
No. 3&4, Munisuvrat Complex Phase-II, Rehnal Village, 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. Henan Lihua Pharmaceutical Co.
Ltd. Middle Of Huanghe Street, Anvang Hi-Tech Industry Development Zone

Henan 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 14/06/2011 to 28/02/2014 unless it is sooner
suspended or cancelled under the said rules. |
Names of drugs to be imported
Prednisclone IP
Item (One) Only
Place: New Delhi

Date :‘ "l” ?U”

e e FET
Condltlons of Licence assistent D;t%s C°““°“e‘

arvices
A photocopy of licence shall be displayed in a prominent gla&amtaﬁa&ﬁ%ﬂ%&%ﬂﬁes and
) New Dethi-

{India)

the original licence shall be produced whenever required.

. Each batch of drug 1mported into India shall be accompanied w1th a detailed batch test report

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. ' : E ’

. The licensee shall be responsible for the business activities of the manufacturer in India along
with the registration holder and his au'thorise(i agent. _

The licencee shall inform the licensing authority forthwith in writing in the event of any
change in the conétitutibn 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

and_a batch.release certificate, duly—mgned and authenticated-by- the manufacturer-with-date-of ——~-—--

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 hcensmg authorlty in the name of the

firm : w1th ' the changed constitution”;



No. 6-3/BD/07/03-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:

17 JUN 201
M/s. Kantilal Manilal & Co. Pvt. Ltd.
S.No. 120, Hissa No.2, Pajki, L-2 Gala No. 384,
Munisuvrat Complex Phase-ll, Rehnal Village, Bhiwandi,
Dist. Thane

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

With reference to your application for import licence forwarded to this office with your letter
No. Nil Dated 17/05/2011 received by thia o-i,'ﬁc:jdﬁem no, 24103 dt. 23/05/2011, I

enclose licence(s) Nos. BD-160-19182 date /These licence(s) hasthave 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 distinet 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. 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

— oo ~(Objectionable Advertisemient) 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 Assistant D 0
No. 6-3/BD/07/03-DC(Re-Reg-2009) .

. e COpY-together-with.copy.of Licence No.. BD-160-19182 dated ' 7JU QB"d -

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.

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-160-19182 bae 3 7 JUN 701

1. M/S. Kantilal Manilal & Co. Pvt. Ltd. S.No. 120, Hissa No.2, Pajki, 1.2 Gala
No. 3&4, Munisuvrat Complex Phase-II, Rehnal Village, 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. Zhejiang Neo-Dankong

Pharmaceutical Co. Ltd. 259 Binhai Road, Yantou Ind. Zone, Jiaojiang Dist.
Taizhou. 318000 Zhejiang, 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 14/06/2011 to 31/03/2012 unless it is sooner

suspended or cancelled under the said rules.
Names of drugs to be imported
Norfloxacin IP
Item (One) Only
Place: Ne“lDellj

Date UN 201

Assistan Drugs Control!er

. ) ind

Conditions of Licepce ez ST e éQ{”nF'Z'a)
rectorate General of

A photocopy of licence shall be displayed in a prominent place in & A D at h@ﬁ(’ﬁ%ﬁ'@&%ﬂ"ﬁ&
ethi- 110 002

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 cuneﬁt ficence shall be deemed to be valid for a

maximum period of three months from the date on which the change takes place unless, in

firm with : the - .. changed . constitution™;



o No. 6-3/BD/28/07-DC(Re-Reg-2011

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

~ New Delhi, dated
To: .
| | V7 JUN 20m

M/s. Kantilal Manilal & Co. Pvt. Ltd.

S.No. 120, Hissa No.2, Pajki, L-2 Gala No. 3&4,
Munisuvrat Complex Phase-ll, Rehnal Village, 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 16/05/2011 received by this pffice vide diary no. 24102 dt. 23/05/2011, 1
enclose licence(s) Nos. BD-706-19183 c!atediJ ! A || |N Mﬂf_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 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, [ 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 faithfolly,

| No. 6-3/BD/28/07-DC(Re-Reg-2011) ' i ’
S ~—Copy-together: with: copy-of-Licence No. -Blzt706--1.9.1 83-dq§?§_l:_: e 7J u

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

B



FORM 10

(See rales 23 and 27)
" Licence to import drugs (excluding those specified in Schedule X} to the Drugs and Cosmetic
. Rules, 1945 , .
Licence Number BD-706-19183 pate__ 1 1 JUN 20M

1. M/S. Kantilal Manilal & Co. Pvt. Ltd. S.No. 120, Hissa No.2, Pajki, L.-2 Gala
No. 3&4, Munisuvrat Complex Phase-11, Rehnal Village, 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. Hebei Dongfeng Pharmaceutical
Co. Ltd. Address-West Of Yongnian County, Handan City, Hebei, P.R.China

any other drugs manufactured by the said manufacturer as may from time to time be

endorsed on this licence.
7. This licence shall be in force from 14/06/2011 to 28/02/2014 unless it is sooner

e ———

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

pate:__1 7 JUN 200}

KUIKEQETY

Assrstant Drugs Controlfer (rndna)

TR FaT AT
- Conditions of Licenge,,,., ts Genera) = - m
er

A photocopy of licence shall be displayed in a prominent place in'4 ﬁaff’o m'ﬁ%r Drzamlses‘”ﬁﬁﬂ
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 & 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 Indja along
with the registration holder and his authorised agenf. |

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 ficensing authorlty in the name of the

firm - with ~the - - . ¢hanged constitution”;



No. 6-3/BDB/92/09-DC @
From:
The Drugs Controller (India)
Directorate General of Health Services
FDA Bhawan, Kotla Road
Phone No.-011-23236965, Fax No.-23236973

New Delhi, dated

To: | | | o 17 JUN20N

M/s. Samarth Lifesciences Pvt.Ltd.
Village-Nangal Uperia-Swarghat Road, Nalagarh,
Disst. Solan-174101

Sub: Impoft 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. SLS$/02/05/11 Dated 18/05/2011 received by this office vide diary no. 24361 dt.
23/05/2011, I enclose licence(s) Nos. BD-861-19184 dated;_ - . nRhis/These licence(s)
has/have been under the Drugs Act, 1940 and Rules thereud'ndér. JUN ?Hﬁ

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 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. 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 inspect the premises of
importers establishments for the purpose of Rule 26 of the Drugs Rules.

H

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

No. _6-3/BD/92/09-DC ' _
Copy together with copy of Licence No. BD-861-19184 dated  § ] JN 20N

T ""‘“1"."_7\'.‘5'Stt'l"Drﬁg’S’Cdﬁﬁ'@]’léT'(’Iﬁ"diﬁ)’,”Né“W_(,ustoms, Fert, Mumbai.
2. Asstt. Drugs Controller (India), Customs House, Kolkata.
' 3. Asstt. Drugs Controller (India), Customs House, Chennai.

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

+




FORM 10
(See rules 23 and 27)

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

Rules, 1945 ‘ .’ JUN 20"

Licence Number BD-861-19184 Date

1. M/S. Samarth Lifesciences Pvt.Lid. Village-Nahgal Uperia-Swarghat Road,

Nalagarh, Disst. Solan-174101 is hereby licensed into India during the period for

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

Nanjing Xinbai Pharmaceutical Co. Ltd. No. 68, Xingang Road, Nanjing

Economic And Technological Development Zone, 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 14/06/201% to 31/07/2013 unless it. is sooner
suspended or cancelled under the said rules.
Names of drugs to be imported
Heparin Sodium(Non Sterile Bulk)IP
Item (One) Only
Place: New Delhi |

Date :J_J_\M” 20M

ARNIND KUKRETY
werrs ER | EAm ™)
Assistant Drugs Conftroller{india)

Conditions Olecenchrectorate General of Health Services

A photocopy of licence shall be displayed in a prominent place in a ﬁﬂ'ﬁ&f‘[ﬁfﬁ ﬁ%&g@" es, and

the original licence shall be produced, whenever required.
Each batch of drug imported into India shall be accompanied with a detalled batch test report

and a batch release certificate, duly 51gned and authenticated by the manufacturer with date of

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

ﬁrm ' w1th the _ changed constitution™;

Iestlrfg',"date of release and date offorwardmg such reports*The rmported bateh of eachdrug -



: _ No. 6-3/BD/46/07-DC(Re-Reg-2010)

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 SJUN 20”

M/s. Brooks Laboratories Ltd.
Vill, Kishanpura, Nalagarh Road, Baddi,
Dist. Solan

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 17/05/2011 received by this office vide diary no..25864 dt. 31/65/2011, T
enclose licence(s) Nos. BD-687-19185 dated Thi /d‘ hese licence(s) has/have been
under the Drugs Act, 1940 and Rules thereunder.l 5 dU N 5 11 '

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 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. I'am therefore, to advise you to obtain, where necessary licences for import of drugs
in question urider 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. DPlease acknowledge receipt of this letter and its enclosures.
' ' Yours faithfully,

No. 6-3/BD/46/07-DC(Re-Reg-2010)
- Copy together with copy of Licence No. BD-687-19185 dated | 5 JUN 201

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 ‘
Licence Number BD-687-19185 pate ! § JUN 2014

1. M/S. Brooks Laboratories Ltd. Vill, Kishanpura, Nalagarh Road, Baddi, Dist.

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

force, the drugs specified below, manufactured By Ms. Shandong New Time
Pharmaceutical Co. Ltd. No. 1, North Outer Ring Road, Feixian County,

Shandong 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 14/06/2011 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 Dioxide USP(1:1)
2. Clavulanate Potassium With Microcrystalline Cellulose USP (1:1)
3. Amoxicillin Sodium and Clavulanate Potassium(s:l) (Bulk Sterile)
Item (Three) Only
Place: New Delhi

Date : ‘Jé‘V"H'N 2 0”

)
sos . Assistant Drugs Controller (India)
Conditions of Licence TR YT i

irectorate Gener, a!];ﬁ:f Health S%"’é%ecf
?

A photoéopy of licence shall be displayed in a prominent p?ace M & par RO

the original licence shall be produced, whenever required. Hew bt 110 062

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 manufaéturer 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 éuthority 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 piape, 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”;



