No, 6-3/BD/146/03-DC(Pt-1) (Re-Reg-2010)

From:

The Drugs Controller (India)
__Directorate General of Health Services
FDA Bhawan, Kofla Road e e e e
Phone No. -011-23236965, Fax No.-23236973 1
~ New Delhi, dated |
To:

2 7 JUN 20m

M/s. Wockhardt Limited

Plot No. C-2, Wockhardt Towers

Bandra Kurla Complex Bandra(E)
- Mumbai-400051

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

‘Dear Sir/Sirs,

wmmmwmmw%t}rfe&feﬂe&teyem application-for-import-licence-forwarded-to-this-office-with-your-letter -~ =77 77"
No. Nil Dated 24/05/2011 received by this office vidg diary no. 25998 dt. 01/06/2011, 1
enclose licence(s) Nos. BD-350-19241 dated, + \This/These licence(s) has/have been
under the Drugs Act, 1940 and Rules thereuskle N

1. 1 am to point out the provisions” of¢D Act, 1940 are in addition to and not
derogation of any other law ghﬁiye ing in force and as such the licences issued -
under Drugs Act will be,i tﬁ and distinct from any licences which may be
necessary under the m‘l Control Regulations made of the Government of

India, Ministry of C

2. The import l:cence(s) mentioned in para (I) above w111 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 Mmlstry
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—MagicRemedies
(Objectionable Advertisement) Act. '

5. The Assistant Drugé 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 falthfully,

No. 6-3/BD/146/03-DC(Pt-1) (Re-Reg-2010)

1. Asstt. Drugs Controller (India), New Customs, Fort, Mumbai. -
2. Asstt, Drugs Controller (India), Customs House, Kolkata.
3. Asstt. Drugs Controller (India), Customs House, Chennai.
b 4. 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-350-19241 ‘Date! ] u J Mz 011

1. M/S. Wockhardt Limited Plot No. C-2, Wockhardt Towers Bandra Kurla |
“Complex Bandra(E) Mumbai-400051 is heréloy' licensed into India during the :
period for which this licence is in force, the drugs specified below, manufactured By
M/s. Kyowa Hakko Bio Co. Ltd. Hofu Plant, 1-1, Kyowa-Cho,Hofu,

Yamaguchi, Japan _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 22/06/2011 to 31/01/2013 unless it is sooner

suspended or cancelled under the said rules.

. Nariies of drugs to be imported

Annexure- 1
Item (Eighteen) Only
Place: New Delhi

Dateg. 9 F“FP 20”

ARVI DKUKETY

Contfﬂ e\' ndi a}

Assnslant Dﬂlgﬁ

Conditions of Licence Health Ser\nces

te Generai Of p
1. A photocopy of licence shall be displayed in a prominent place Gilclt %ra New gﬁ?ﬁﬁ%ﬂ%&és and
the orlgmal Ticence 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 dateof

__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 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 place, the current licence shall be deemed to.be_valid-for-a—-~=- ==

-"";*f** - maximum period of three months from the date on which the change takes place unless, in
the meantime, a fresh lice;ice has been taken from the licensing authority in the name of the

firm with the changed constitution™;



ANNEXURE-1 (List of Products of Form 10 License No. BD-350-19241)

1, L-Cysteine Hydrochloride
2. Glycine

4, L-Tyrosine

5,-E-Alanine

‘6. L-Arginine Hydrochloride

7. L-Aspartic Acid

8. L-Histidine Hydrochloide H20
9, L-Isoleucine

10. L-Leucine

11. L-Lysine Hydrochloride

12. L-Phenyl Alanine
13. L.- Threonine
14. L-Tryptophan

" 15. L-valine

16. L-Asparagine
17. L-Glutamic Acid

18.-L--Alanyl-L-Glutamine

A LAMIethiomine .

Item (Eighteen) Only




No. 6-3/BD/147/03-DC(Pt-1) (Re-Reg-2010)

From:
The Drags Controller (India)
Directorate General of Health Services |
FDA Biawan. Kofla Road O |
________ Phone No.-011-23236965, Fax No.-23236973
New Delhi, dated

To:

27 JuN 2011

M/s. Wockhardt Limited

Plot No. C-2, Wockhardt Towers
Bandra Kurla Complex Bandra(E)
‘Mumbai-400051

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

Dear Sir/Sirs, s

___ﬁ,w_._-_.f_.“,,,__thh.referencm:yourzppﬁcationfrdrnpoﬁ&icene&fovwafdedvt@thié:eﬁiceﬂith:}fﬁuﬂeﬁ

No. Nil Dated 24/05/2011 received by this office vide diary no. 25999 _dt. 01/06/2011, 1

enclose licence(s) Nos. BD-351-19242 dated is/These licence(s) has/have been
e et 201

under the Drugs Act, 1940 and Rules thereun

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 distiict\rom any licences which may be
necessary under the Import Trade Conty 1’1(s s made of the Government of

essary Kegfii
India, Ministry of Commerce. @ :

‘ , T '
2. The import licence(s) Qﬁd@%ﬁ para (I) above will not accordingly to
t

itself/themselves be %??nfa orfty for import of Drugs covered by that/those

licence if under the it ¢ Control Regulations of the Commerce Ministry
separate licences are retuiréd 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

: F-hould-_not‘_contxavenef-_-thewprevisriens»ef—t-he%m‘gs——an"d-’Ma‘gi’c~*Rem'edies“"
(Objectionable Advertisement) Act. :

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

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

No. _6-3/BD/147/03-DC(Pt-1) (Re-Reg-2010)
Copy together with copy of Licence No. BD-351-19242 dated t 7 JUN 201

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

T hwwe



- FORM 10
(See rules 23 and 27)

Licence to 1mport drugs (echudmg those speclﬁed in Schedule X) to the Drugs and Cosmetic
B - Rulés, 1945
Licence Number, BD-351-19242

1 M/S Wockhardt Limited Plot No. C-2, Wockhardt Towers Bandra Kurla

~ Complex Bandra(E) Mumbai-400051 is hereby licensed into India during the
period for which this licence is in force, the drugs specified below, manufactured By
M/s. Kvowa Hakke Bio Co. Ltd. UBE Plant,2548, Fujimagari,UBE,Yamaguchi,
Japan _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 22/06/2011 to 31/1/2013 unless it is soonmer

suspended or cancelled under the said rules.

Names of drugs to be imported
1. L-Proline |
2. L-Glutamine
3. L-Serine
¥tem (Three) Only
Place: New Delhi

‘Date ;__ ﬂ
! 7 90N 201 \

Assistant Drugs Con r e i
gf'l o] St mllﬁéw
Conditions of I'I')“?"S&orate General of Heallh Service*

1. A photocopy of licence shall be displayed in a prominent place mmmﬁ 0‘.%0 &)ﬁer premises, and
the original licence shall be produced, whenever required.

“ —2:~Each batch of drug fmported into India shall be accompamed with a detailed batch test report t

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. | o

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

4. The licencee shall mform the licensing authority forthwith in wri tmg in the event ofany

ohange 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 perlod of three months from the date on which the change takes place uniess, in
the meantxme, a fresh licence has been taken from the licensing authority in the name of the

firm with ~ the changed constitution™;




No. 6-3/BD/07/09-DC(Re-Reg-2009

The Drugs Controller (India)
~Pirectorate General of Health Services |

DA Bhawan, Kotla Road S

Phone No.-011-23236965, Fax No0.-23236973

" New Delhi, dated

M/s. Yeluri Formulations Pvt. Ltd.
Sy. No. 296/7/6/, IDA, Bollaram,
Medak Dist. :

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

"Dear SirlSirg,

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

T e Nil Dated- B2/05/20 L received-by-this-ffice-vide-dian. 00. 25056 _dt. 01/06/2011,1 _

enclose licence(s) Nos. BD-582-19246 datedz- 7 H w :[These licence(s) has/have been :
under the Drugs Act, 1940 and Rules thereunder. I?ﬂsﬂ: - -

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

derogation of any other Jaw 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) abové will not accordingly to
itself/fthemselves be sufficient authority for import #f Drugs covered by that/those

licence if under the Import Trade Control Re atiéns\of the Commerce Ministry
. . . A
separate licences are required for import of cky \;g&
4 ) ‘}\1__

3. Tam therefore, to advise you to obtﬁlr}-,;ﬁl}ere' -Gessary licences for import of drugs
in question under the Import Tr/@ef(;%nﬁd gulations.
_ A2 '
4, Any literature or packing &jﬁiﬁ’ Ying the drug or any matter stated on the label
should not contravene rovisions of the Drugs and Magic Remedies

(ij'ectionablefAdvert—isement)—Act. S e

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/07/09-DC(Re-Reg:2009
Copy together with copy of Licence No, BD-582-19246 dated 2 ] JU N 2011

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

B




FORM 10
(See rules 23 and 27)

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

Liconce Numbermm e Zﬁﬂ- O |

1. M/S. Yeluri Formulatmns Pvt Ltd Sy. No. 296/7/6/ IDA Bollaram, Medak

 Dist. is hereby licensed into India during the period for whlch this licence is in force,

the drugs specified below, manufactured By Ms. Nexchem Pharmaceutical Co,

Ltd. Bailonggiao Industrial District, Jinhua City, Zhejiang-321025 P.R.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 22/06/2011- to 31/03/2012 unless it is sooner

suspended or cancelled under the said rules.

~Na ,1;.ggﬁqud£ﬂg$:tﬁbe~*m99¥ied :
Meropenem Buffered (Sterile) USP
Ttem (One) Only
Place: New Delhi

Date: @ 3 JUN-2011

_ ARVIND KUKRETY
1)

: :
6 : Assnstant Drugs Controlier (india}
Conditions of Licence <R T S

ZenEd
Directorate General of Health Servirr’
1. A photocopy of licence shall be displayed in a prominent place i a part.of g’se@ and
New De'i‘hl 110 an?
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 imported batch of each drug

shall be subjected to examination and testing as the licensing authority deems fit prlor 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 shall be deemed to be valid for a

e maximum- period-of three months- from the-date onJthhjhe change.takes place unless, dn

the meantime, a fresh licence has been taken from the licensing authority in the name of the

firm with - the changed constitution”;




No. 6-4/FE/124/08-DC(RE-REG-2008)

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:

2T JUN2Mm

M/s. Allergan India Pvt. Ltd.

KSEF Bldg. opp. Kims Hospital,
Kondojji Basappa Road Kalasipalyam
Bangalore-560002

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

Dear Sir/Sirs,
Wﬁmﬁ@m@mfmﬁnpoﬁﬁww&feww&ﬂe%wﬁﬁwiﬂw@m:lettr*r e b
; No. Nil Dated 10/05/2011 received by this office vide diary.no, 26350 dt. 02/06/2011,1

enclose licence(s) Nos. FF-120-19243 dated @@ . This{These licence(s) has/have been
~under the Drugs Act, 1940 and Rules thereunger." JUN j]qlf ﬁ S

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 D@ will not accordingly to
itself/themselves be sufficient authority. for.ifh agﬁkéf gs covered by that/those
licence if under the Import Trade Cytrol &Régﬁl‘éti § of the Comimerce Ministry
separate licences are requireyp%t&gff;sﬁcﬂ riig(s).

A\ A :

3. 1 am therefore, to advise Yo “to\:f‘g‘)ggg?ﬁw ere necessary licences for import of drugs

in question under the ImportTrade Conitrol Regulations.

4. Any literature or packing accompanying the drug or any mafter stated on the label
: ‘=hmld;not—wnuavenwm%provisions——of"*the—wBrugséaridrMagicv 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
| o 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 trolier (India)
No. 6-4/FF/124/08-DC(RE-REG-2008) ,
Copy together with copy of Licence No. FF-120-19243 dated 2 .' ) JU )

- | N 20N

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

B




S ‘ , FORM 10
[ ' ‘ (See rules 23 and 27)

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

Licence Number FF-120-19243 Date§ 7_JUN 201

1. M/S. Allergan India Pvt. Ltd. KSEF Bldg. opp. Kims Hospital, Kond ofii
" Basappa Road Kalasipalyam Bangalore-560002 is hereby licensed into Tndia

during the period for which this licence is in force, the drugs specified below,
manufactured By M/s. Allergan Pharmaceuticals Castlebar Road Westport,Co,

Mo, Mavo Ireland _any other dmgs manufactured by the said manufacturer as may

from time to time be endorsed on this licence.

2. This licence shall be in force from 22/06/2011 to 31/12/2011 unless 1t is sooner

suspended or cancelled under the said rules.

Names of drugs to be imported
Dexamethasone Intravitreal Implant

Each Intravitreal Implant Contains Dexar

hasone 0.7mg

Item (One) Only
Place: New Delhi
Date

1 | 97 JUN 01T @ |

C g
ions of L ?5 513 t Drugs of kOlB[ (l udi a)
b

S Health Services
1. A photocopy of licence shall be dlsp]ayed in a prominent’ plﬁc@‘?neﬁ rofethé’pﬁemlses and

ni-110 00
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
| B 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 hcensmg authority forthwith in writing in the event of any

change in the constitution of the firm operating undér 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 liwnsﬁg authority in the name of the

" firm with the . ~ changed constitution™;



No. 6-3/BD/87/09-DC

From: ° '
' The Drugs Controller (India)
__Directorate General of Health Services

FDA Bhawan, Kotla Road 7
Phone No.-011-23236965, Fax No.-23236973

T_w”wm o e o V ‘ | New De]hl, dated

~ M/s. Getwell Pharmaceutical
474 Udyog Vihar, Phase-V Gurgaon
Haryana

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
mmmmmwmwemwﬁﬁyﬂﬁ:eﬁeeﬂ%mgazymdm%1.11.4_ e e

T  enclose licence(s) Nos., BD-865-19244 dated% TN ”I?B'sﬁ‘hese licence(s) has/have been
o under the Drugs Act, 1940 and Rules thereunder. : i

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 _ggbv% ill not accordingly to
itself/themselves be sufficient authority fo /ﬁg;,p@o‘f fugs covered by that/those
licence if under the Import Trade CWRe‘gdla' fis of the Commerce Ministry

separate licences are required for impeft @u‘?cih g(s).

3. I am therefore, to advise you
in question under the Import Trat ol 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

1 __“ W__‘W._Vw#._‘_(ij\ec.tionable.Adventisement)»Act#-—mﬂ———-——ﬂ—‘——*'— e T
1 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

E o 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/87/09-DC g '
- Copy together with copy of Licence No. BD-865-19244 dated ! 7 AN 208

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.

adhad i o



FORM 10
(See rules 23 and 27)

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

s o B

1. MIS Getwell Pharmaceutlcal 474 Udvog Vlhar, Phase—v Gurgaon Harvyana is

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

drugs specified below, manufactured By M/s. Jiangsu Hengrui Medicine Co. Litd.

Jingiao Road,rDapu Industrial Park Economic & Technological Development

Zone, Lianvungang, Jiangsu P.R China _any other drugs manufactured by the

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

é. This licence shall be in force from 22/06/2011 to 31/07/2013 unless it is sooner

suspended or cancelled under the said rules.

- the original licence shall be produced, whenever required.

Jamesef-d;ugsiebwmpeﬂpd

Oxaliplatin BP
Item (One) Only
Place: New Delhi

Datez 7 JUN 2@”

Dl“ll‘“'"s ('f I lc ASS[Sta i Dru 5 Co ytrotler (indla)

e f Health ,Services
A photocopy of licence shall be displayed in a prominent: pia&‘é“iﬁﬁo&ﬁﬂoﬁ gpremises, an

Meow De thi-110 002

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 eachdrug

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

‘ marketmg

The licensee shall be responsible for the busmess actlvmes of the manufacturer in Indla 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 meantime, a fresh licence has been taken from the licensing authority in the name of the |

firm ~ with . the ' changed constitution™;




. | No. 6-4/FF/57/2010-DC

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

New Detlhi, dated

M/s. Astellas Pharma India Pvt. Ltd.
505 Medows, Sahar Plaza Complex,

J.B. Nagar Andheri Kurla Road,
Mumbai 400059
Sub: Import Licence under the Drugs Act, 1940 and Drugs Rules thereunder.

Dear Sir/Sirs,

e oo = With-reference to-your-application-for-import-licence forwarded-tothis-office-with-your-le
No. Nil Dated 09/06/2011 received by this office vide diary no, 27674 dt. 09/06/2011, I

_enclose licence(s) Nos. FF-584-19245 dated is/These licence(s) hasfhave been
under the Drugs Act, 1940 and Rules thereumN Sﬁ' :

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 Regulatjens made of the Government of
India, Ministry of Commerce. S

/*‘*Q“i\'@
2. The import licence(s) mentioned in-p a@\g{) ve will not accordingly to

| itself/themselves be sufficient a%;h rit-z,g,,fo JAmpdit of Drugs covered by that/those

_ licence if under the Impox:ﬂ;fa, @ b1 Regulations of the Commerce Ministry
i separate licences are req %ﬁ{h orp.of such drug(s). o :

ujred
3. 'I am therefore, to advisei Q tain, where necessary licences for import of drugs
in question under the Import Trade Control Regulations. '

3 4. Any literature or packing accompanying the drug or any matter stated on the label .
‘-?—H——MM———"A—-‘ -”*"-"_f“'should-—ﬂot——c'ontravene'—the“—provi'sibﬁs'“oﬁﬁe“‘f)rlfgf —and ~Magic Remedies T
! (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,

- . et _ . - R —— - A P e e —

: _ Assistant Ibrug Coptroller (India)
No._ 6-4/FE/57/2010-DC :
Copy together with copy of Licence No. FF-584-19245 date N 20

. 1. Asstt. Drugs Controller (India), New Customs, Fort, Mumbai.

: _ 2. Asstt. Drugs Controller (India), Customs House, Kolkata.
. : 3, Asstt. Drugs Controiler (India), Customs House, Chennai.
4. Asstt. Drugs Controller (India), IGIA, New Delh_i.




- FORM 10
(See rules 23 and 27)

Licence to impoﬁ: drugs (excluding those specified in Schedule X) to the Drugs and Cosmetic
~Rules; 1945~

Licence Number FF-584-19245 e! l + '"N 2{] 11

1. M/S. Astellas Pharma India Pvt. Ltd. 505 Medows, Sahar Plaza Complex, J.B.
~ Nagar Andherl Kurla Road, Mumbai 400059 is hereby licensed into India during —

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

By Mis. Astellas Pharma Europe B.V. Hogemaat 2,7942 JG Meppel The

Netherlands _any other drugs manufactured by the said manufacturer as may from

4

time to fime be endorsed on this licence.
2. This licence shall be in force from 22/06/2011 to 31/03/2014 unless it is sooner

suspended or cancelled under the said rules.

Names of _d;ﬁéé to be ir.rxijarted
Solifenacin Succinate 5 mg & 10 mg Film coated tablets
Item (One) Only '
Place: New Delhi

.Date: g ? gj Ej&" Zﬁﬁ

4
Condltmns of Licence pgsistant Drugs Contrcuer {India)

TR
A photocopy of licence shall be displayed in a prominent-pla cer—ma ﬁpaﬁ?opt\lgeﬁﬁgmlsgéce;nd

hawan
S
the original licence shall be produced, whenever required. e

Each batch of drug impofted 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 ifnpdited batch of eachdrug ™™~
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 valld 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 authonty in the name of the

firm - with the . changed constitution”;




S No. 6-3/BD/87/06-DC(Re-Reg-2010)

From:

- The Drugs Controller (India)

. Directorate General of Health ServiCes. oo
FDA Bhawan, Kotla Road : ‘
Phone No.-011-23236965, Fax No.-23236973

e T Now Delbi, dated

M/s. United Biotech Pvt. Ltd.
Vill. Bagbania, Baddi- Nalagarh Road,
Dlst Solan, 174101(H P)-

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

Dear Sm'Slrs,

With reference to your application for import licence forwarded to this office w1th your letter

- T No. UBPL/Z011=12/CDSCO/SK/005 Dated 1070672011 received-by this-oft diary noF=========
27842 dt._10/06/2011, T enclose licence(s) Nos. BD-644-19247 dated? ? '“M 20
This/These licence(s) has/have been under the Drugs Act, 1940 and Rules thereunder 1

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 Govemment of
India, Ministry of Commerce.

2. The import licence(s) mentioned in parg,(flr “aboye\ will not accordingly to
itself/themselves be sufficient autho ty’f/ p&rt oﬁD gs covered by that/those
licence if under the Import eigaont?ol gu iofis of the Commerce Ministry
separate licences are req 1red\féi:\1‘smp0rf oF rug(s).

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

. 4. Any literature or packing accompanymg the drug or any matter stated on the label
should not contravene the provisions of the Drugs and Magic Remedles
_(Objectionable Advertisement). Act.- e S

5. The Assistant Drugs Controller (Indla) 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,

s Assistant Deug e (India): e

No. 6-3/BD/87/06-DC(Re-Reg-2010)
CoPy together with copy of Licence No. BD-644-19247 dated ! 7 U

N 2011

1. Asstt Drugs Controller (India), New Customs, Fort, Mumbai.
2. Asstt. Drugs Controller (India), Customs House, Kolkata. .

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

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




: ' FORM 10
1 (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- 644-19247 . ....._Dat 0"

1. MJS. Umted Blotech Pvt Ltd Vlll Bagbama. Baddl- Nalagarh Road Dlst |

Solan; 174101 (HLP) is hereby licensed into India during the period for wh1ch th1s

licence is in force, the drugs specified below, manufactured By M/s. Biongene Co.
Ltd. 307-11, Songsan-RI, Yangkam-Myun Hwaseong-S], Gyeonggi-Do, Korea

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 22/06/2011 fo 28/02/2013 unless 1t is sooner

suspended or cancelled under the said rules.

~Names of drugs to be imported-

Teicoplanin-JP(Bulk Non- Sterile)
‘ Item (One) Only
i Place: New Delhi

Date:z ;. E.m ?ﬂn

e B hawam
% ?
the original hcence shall be produced, whenever rggt New Delhi-110 00

9. Bach batch of drug imported into India shall be ac ompamed w1th a detailed batch test report
and a batch release certificate, duly signed and authenticated by the manufacturer with date of

L ~ _ testing, date of release and date of forwardmg such reports The imported batch of each drug

shall be sub_]eoted to exammatlon and testing as the licensing authorlty deems fit prior to its

marketing.
3. The licensee shall be responsible for the business actmtzes of the manufacturer in India along

¢

with the registration holder and his authorised agent.
4. The hcencee shall inform the licensing authority forthvnth 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

e mmaximum. penod of three months from the date on which-the change-takes place-1 unless, m
_the meantime, a fresh llcence has been taken from the licensing authority in the name of the

firm with the changed _constitution™;




No. 6-3/BD/48/02-DC(Pt-1) (Re-Reg-2008)

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

New Deihi, da’.ce.(.i” .

o 27 JuN 200

M/s. United Biotech Pvt. Ltd.
Vill. Bagbania, Baddi- Nalagarh Road,
Dist. Solan, 174101(H.P)

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

Dear Six/Sirs,

With reference to your application for import licence forwarded to this office with your letter
' A._._l\l@ﬁfﬁﬂ:ﬂﬂ;ﬂfﬂiﬁﬁ@ﬁfﬁﬂﬁ02—.]9&@&10!96/20114&eWBMOﬁqe_ﬂdedimmo ___________

27840 dt. 10/06/2011, I enclose licence(s) Nos. BD-35-19248 dated g 3y T?E/These
licence(s) has/have been under the Drugs Act, 1940 and Rules thereunder. N n

ct, 1940 are in addition to and not .
force and as such the licences issued

2. The import licenee(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. 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—. - — SR

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 €ontroller

No. 6-3/BD/48/02-DCPL1) (Re-Reg-2008) .
Copy together with copy of Licence No. BD-35-19248 dated § 3 JUN 2011

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

B 1




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 MIS Umted Bmtech Pvt Ltd Vlll Bagbama. Baddl- Nalaéarh Road, Disf.
Solan, 174101(H.P) is hereby licensed into Ind1a durmg the penod for which this

licence is in force, the drugs specified below, manufactured By ‘Ms. g{stalm
Pharma S.A. Pargue Technologico- Parcela, 105, 47151, Boecillo (Valladolid)

Spain__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 22/06/2011 to 31/12/2011 unless it is sooner

suspended or cancelled under the said rules.

11mx.vse£d;ugsiob&1mnnﬂed

Hydrocortisone Sodium Succinate Buffered 5%, Sterlle USP
Item (One) Only
Place: New Dethi

Date: 8 3 sthe-2011

A \Y Y
) §%‘7§q@§§m
Conditions of Licence Assas{ant Drugs Conh'oller {India}

be displayed in a prominent plaééri’ﬁ‘ﬁrﬁﬁspﬁﬁﬁé i{{ﬁfﬁ“& Se“c‘fc “

New Delhi-110 002

1. A photocopy of licen
the original licence shall be produced, whenever required.
9. Bach batch of drug imported into India shall be accompanied with a detailed batch test report

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

testmg, date of release and date of forwarding such reports. The unported batch of each drug

1 S

shall be subjected to examination and testing as the Ti licensing authority deems fit pr10r to 1ts

< _ ‘marketing. _

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

4. The licencee shall inform the licensing authority forthw1th in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change in the

é 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 iakesﬁolace ualess,_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/30/04-DC (Re-Reg-2011)

From: : '
The Drugs Controller (India)

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

) ;_,‘.,7‘--mA—A—-»—--—--*f”'—" et e 4 e . o e Commem T T New De[hl dated

M/s. United Biotech Pvt. Ltd. .
Vill. Bagbania, Baddi- Nalagarh Road,
Dist. Solan, 174101(H.P)

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- L‘BPL&GHA%#GDSGQ#SK!OO&D&&M/BGQBM%CWM}M@S&F ce-vide diary no,—- = wcco oo

e G G 10706/2010, 1 enclose licence(s) Nos. BD-392-19249 dated g ? m”
This/These licence(s) has/have been under the. Drugs Act, 1940 and Rules thereund 20 i

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. - -

W\ above will not accordingly to

: .

2. The import licence(s) mentioned in p
itself/themselves be sufficient auEh)mty forejniport, of Drugs covered by that/those
licence if under the Imporg;ade Cﬁﬁ{ \Re tions of the Commerce Ministry
separate hcences are re 1red fi r»fﬂ/po (o ch drug(s).

A
3. 1am therefore, to d@% Shtain, where necessary licences for import of drugs
in question under thg Impoft Trade Control Regulations.

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

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.

t
i

_ 6; Please acknowledge receipt of this letter and its enclosures.
5 | . Yours faithfully,

- Assistant Drjig

~
,Cpnfm]lel)f_(lndia)_ S

E— *NO"—6-3IBD130104~DCTRe-R'éE-ZOI1) T
Copy together with copy of Licence No. BD-392- 19249 dated

? 7 JUN 281

Asstt Drugs Controller (India), New Customs, Fort, Mumbai.
Asstt. Drugs Contyoller (India), Customs House, Kolkata. ' :
Asstt. Drugs Controller (India), Customs House, Chennai.

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

P



L : | FORM 10
L - (See rules 23 and 27)

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

1. MUS._United ‘Biotech Pvt. Ltd. Vlll B _g_ama, Baddl- Nalagarh Road, Dist.

.P) is hereby llcensed mto India during the perlod for which this

licence is in force, the drugs spec1ﬁed below manufactured By MUs. Nantong

nghua Pharmaceutical Co. Ltd., 43, Yaogang Road , Nantong ., Jiangsu,

China-226006 _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 32_:’06/2011 to 30/09/2013 unless it is sooner

suspended or cancelled under the said rules.

Names of drugs. to be 1mported

S—Fluorouracll P
_ Item (One) Only
Place: New Delhi

Date % M

™ . Assi D C ller {Indi
| : Conditions of Licence - g;?;; o ﬁ:{%érw( ndiz)
[ .
le Gongrgl of Health S
‘ 1. A photocopy of licence shall be displayed in a prominent place’] R R S r SR BeSeand®
New Dethi-110 GO?

the ongmal 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 imported batch of each drug

shall be subjected to examination and testmg as the licensing authonty deems fit prior to its

_marketing. _
3. The licensee shall be responsible for the business activities of the manufacturcr in India along
with the registration bolder 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 perxod 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/73/09-DC

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

e T e e Ll T T e e T e New Delhl dated

M/s. Unfted Biotech Pvt. Ltd.
Vill. Baghania, Baddi- Nalagarh Road,
Dist. Solan, 174101(H.P)

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
m_-m——m-m——~——Ne-UBl’—Lﬁ2lll-lwl2/€DSCOlSKlﬂﬂs DmMMﬁ&MI6wme¢b¥tms office vide diary.no
et o) T830 —dt” 10/06/2011, T “enclose licence(s) Nos. BD-882-19250 dated g ? Ft ; M 9
: This/These hcence(s) hasfhave been under the Drugs Act, 1940 and 940 and Rules thereund®r. i)

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
3 itself/themselves be sufficient authority for import, of Drugs covered by that/those
licence if under the Import Trade Control Re l =tl s of the Commerce Ministry

separate licences are required for 1mpc‘)rt/ofs' cha

3. 1am therefore, to advise you to ob @.@ essary licences for import of drugs

in question under the Import Tra \5
‘ &

| 4. Any literature or packing-a cé; ‘pan ihg the drug or any matter stated on the label
should not contravene t@

(Objectionable Advertisemeqs

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.

P : o
6. Please acknowledge receipt of this letter and its enclosures.

- Yours faithfully,

. Assistant.

e Nos—6-3/BBfI309-DC— T T
. Copy together with copy of Licence No. BD-882-19250 dated

! 7 JUN 2
Asstt. Drugs Controller (India), New Customs, Fort, Muml?ap
Asstt. Drugs Controller (India), Customs House, Kolkata.
Asstt. Drugs Controller (India), Customs House, Chennai.
Asstt. Drugs Controller (Indza) IGIA, New Delhl

albad



FORM 10
(See rules 23 and 27)

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

—— T 1 MYS. Umt?l Bmtech Pvt Ltd Vlll Bagbama, Baddi- Nalagarh Road Dlst
i Solan, 174101(H P) 1s hereby l1censed into India dunng the period for which this
licence is in force the drugs specified below, manufactured By M/s. Shanghai
Techwell Biopharmaceutical Co. Ltd. No. 4258, jindu Road, Minhang District
Shanghai-201108 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 22/06/2011 to 31/01/2014 unless it is sooner
suspended or cancelled under the said rules.

Names of drugs to be imported e | I

T T e ] Chorionie Gonadotrophm (I-ICG)IP

Place: New Delhi .

Date:g ? m” ‘)D

' : ller {indi
. Conditions of Licence ﬁ;ﬁ;ﬁ%ﬁé%lz .
o f Health Servic
1. A photocopy of licence shall be displayed in a prominent plads {npaaleae ;qa aggemlses and

Now Delbi- 11” an?

the original licence shall be produced, whenever required.

| —————————and-a batch releaset certificate, duly s 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

constitution of the firm takes place, the current licence shall be deemed to be vah_d 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”

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

-.change-in the constntutlon of the firm operatmg under the ficence. ‘Where-any-change-in-the- -~~~



No. 6-4/FF/13/09-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

___ﬁ__*____fé_-f e e g e e s e | New Delhl dated

M/s. Covidien Healthcare India Pvt. Ltd.
No. 156, Doshi Towers 6th Floor,
Poonamallee High Road, Kilpauk
Chennai-600010

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

Dear Sir/Sirs,

m%ﬂrreference-tcryourap
. ) CHIL/IRA/RB/F-10/FF-581/2011 Dated 06/05/2011 received by this office vide diary

ion-for-import-licence-forwarded-to-this-office-with-your-letter——======z=_

no. 21628 dt. 06/05/2011, 1 enclose licence(s) Nos. FF-581-19251 dated N T

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

1. Iamto 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 licences issued
under Drugs Act will be in addition to and-djstinct from any licences which may be

2. The import licence(s) njtjb‘ :
itself/themselves be-Suf ‘%%i auttiority for import of Drugs covered by that/those
licence if under \r 35 1/636 Control Regulations of the Commerce Ministry

ed

separate licences 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

[ ' (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,

_should not_contravene the provisions—of—the -Drugs—and—Magic-Remedies 7

No. 6-4/FF/13/09-DC (Re-Reg-2009)
Copy together with copy of Licence No. FF-581- 19251 dated ! , JU
A N o

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




| - 'FORM 10
‘ ' . .+ (Seerules 23 and 27)

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

Licence Number FF-581-19251 . Datez 1 '"N 20” _

1. M/S. Covidien Healthcare Indla Pvt. Ltd. No. 156, Doshi Towers 6th Floor,

' T poonamallee Hish Road, Kilpauk Chennai-600010 is hereby licensed into India™ — e

during the period for which this licence is in force, the drugs specified below,
manufactured By M/s. Tyco Healthcare 7500 Trans Canada Highway,
Pointclaire, Quebec, Canada HIR SH8 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 22/06/2011 to 31/03/2014 unless it is sooner

suspended or cancelled under the said rules.

e = = Nanies of driugs €6 be imported
Optiray (Toversol Injections 300, 320, 350)
IN Glass Vial,Glass Bottle and Syringe Prepa
Item (One) Only
Place: New Delhi

Date Mhmn

HHa

Assistant Drugs Controlier (India)

Conditions of Licence ey T HeaEerd

the orlgmal licence shall be produced whenever required.

2. Each batch of drug nnported into India shall be accompamed with a detailed batch test report

testing, date of release and date of forwarding such reports. The 1mportcd batch of each drug

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

marketing. !

with the registration holder and his authorised agent;
4. The licencee shall inform the licensing authority forthwith in writing in the event of any

cha.nge in the constitution of the firm operating under the licence. Where any change in the

o " Constitution of the firm takes place, the current licence shall be deemed to be valid for a

max1mum perlod of three months from the date on which the change takes place unless, in
the meantime, a fresh hcence has been taken from the licensing authonty in the name of the

firm with® the changed consututlon,

1. A photocopy of licence shall be dlsplayed ina promment place 11?'“&)21%0?“&16’&)?51555@?? T

3. The licensee shall be responsible for the business activities of the manufacturer in India along



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

,;w_._..w,,..__..,,,i____.,,;_.._..:,A,.__.k,,...__‘_...,.,,,, e e e e e 2 e e o P . ‘_I_\IeWDeihl,dated
To: . ‘

M/s. Yeluri Formulations Pvt. Ltd.
Sy. No. 296/7/6/, IDA, Bollaram,
Medak 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—Nil-Dated-31/05/2011 received-by-this-office-vide-diary 10, 25055 _dt. 01062011, 1. - -~ . - .-
T enclose licence(s) Nos. BD-593-19252 dated . This/These licence(s) has/have been

: under the Drugs Act, 1940 and Rules thereunﬂer? JU N 20 i

1. 1 am to point out the proirisions 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. /’{f) \z
. e - S "-,;:v‘: b e

2. The import licence(s) mentiop@d-»'ilj%g’ga@g‘)w}\%
- itself/themselves be sufficient th;gf%%fbr‘i

licence if under the Impo T{Iagi’;(j}

separate licences are requi d forimport 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 label
should not contravene the provisions of the Drugs and Magic Remedies
(Objectionable Advertisement) Act. e

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 1

N, 6-3/BDI06/06-DC (Re-Reg-2009) ' |
Copy together with copy of Licence No, BD-593-19252 dated 2 ', JUN 20 "

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

bl e




" Licence Number, ii]j-'s'éjiigé'Sz"'

FORM 10
(See rules 23 and 27)

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

Ull

1. M/S, Yeluri Fomiulanons Pvt. Ltd. Sy. No. 296/7/6/“ Ii)A Bollaram. Medak

_ Dist. is hereby licensed into India during the period for which this licence is in force,

the drugs specified below, manufactured By M/s. NCPC Shanxi Guardian

Pharmaceuticals Co. Ltd. No. 1, Huagong Road, Jinyuan Distict, Taiyuan,

Shanxi 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 fr.om 22/06/2011 to 30/04/2012 unless it is sooner '

suspended or cancelled under the said rules.

Nar VS-of-d::uganJm imported

. A photocopy of licence shall be displayed in a promineni PS5

Plperacilhn Sodlumfl‘ambactam Sodlum (8: 1)
Item (One) Only
Place: New Delhi

Date : - .
i o v il L

' ARV!ND R é}ﬂﬁn
mstani Drugs Controtter {india}

Conditions of Licencé\f e 2 e
te General oﬁ Health Services

therpremises, and
New Delhi- 110 002

the originai 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 1mp0rted batch of each drug

shall be sub_]ected 1o examination and testing as the llcensmg 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 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 shafl be deemed to be valid for a

the meantime, a fresh licence has been taken from the licensing authority in the name of the

firm with ' the changed constitution”;

~“maximum period of three months from the-date on which the change takes place unless; n. - - o



No. 6-3/BD/06/07-DC (Re-Reg-2011

) From: .

. The Drugs Controller (India) _

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

" New Delhi, dated

M/s. M.J. Biopharm Pvt. Ltd. :
Plot No. L-7, M.L.D.C. Industrial Area, Taloja, Navi Mumbai
Dist. Raigad
Sub: Import Licence under the Drugs Act, 1940 and Drugs Rules thereunder.

Dear Sir/Sirs,

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

No. Nil Dated 27/UWW€%WWM?WOS9H&—MMS&W

enclose licence(s) Nos. BD-710-19253 dated . This/These licence(s) has/have been
under the Drugs Act, 1940 and Rules there,unm_.mN 201

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 Tmport Trade Control Regulations made of the' Government of
India, Ministry of Commerce, : :

itself/themselves be sufficient authority ;or/fi@ ort &f Drugs covered by that/those
licence if under the Import Trade Coﬁgglg{R{;_é" ul s of the Commerce Ministry
separate licences are required forimport ofstich. driig(s).

A\
Lo

QLS ol

bott

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

2. The import licence(s) mentioned in para (L)(ﬁi;ve will not accordingly to
hort
i

~where necessary licences for import of drugs
ade Control Regulations.

3. 1 am therefore, to advis
in question-under the

(Obijectionable Advertisement) Act, . N . o e

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,

- Assistant

“"No. 6-3/BD/06/07-DC (Re-Reg-2011)

Copy together with copy of Licence No. BD-710-19253 dated t 7 UN 2011

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. -

Pl S




1

FORM 10
(See rules 23 and 27)

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

LlcenceNumberB])_';m-]gzss e Dat m

1. M/S. M.J. Biopharm Pvt. Ltd Plot No. L-'7 M 1.D. C Industrlal Area. Talma,
Navi Mumbai Dist. Raigad 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 Waia, 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 fro.m 22/06/2011 to 31/03/2014 unless -it is sooner

suspended or cancelled under the said rules. .

Name&oildrugswtobe-impeﬂ

Prednisclone Sodium Phosphate Ir
Item (One) Only

Place: New Delhi -

Date : i 7 JUN 28”

Assistant Drugs Contraller (India}
TR ¥l tr’ﬁém
A photocopy of licence shall bé displayed in a prominent pIaSIRG, BT St Seami 26 Shd

Mew Delhi-110 002

Conditions of Licence

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 mgned and authenticated by the manufacturer with date of

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

shall be subjected to examination and testmg as the 11censmg authonty deems fit pl"lOI‘ 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 COnstitufion of the firm operating under the licence. Where any change in the

constitution of the firm takes place, the current 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 . _ .

the meantime, a fresh licence has.been taken from the liéensing authority in the name of the

firm with ‘ the changed - constitution™;



- From:

No. 6-4/FE/53/07-DC (Re-Registration-2011)

The Drugs Controller (India)

FDA Bhawan, Kotla Road .

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

To:

N/s. N‘ovartis Healthcare Pvt, Lid. -

“GalaNo.1-A& 2-A,Bldg No. 28,
Arihant Comp. Kopar, Purna Tal Bhiwandi
Dist. Thane ‘

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

Dear Sir/Sirs,

~ New Delhi, dated

) __._.______,_____thh_rkefeltencef,tovyl,ouli,appl,,igatggq for import licence forwarded to this office with your Tetter
No. Nil Dated 01.06.2011 received by this office vide diary no, 27727 dt. 03.06.2011,1
enclose licence(s) Nos. FF-463-12536 dated . is/These licence(s) has/have been
under the Drugs Act, 1940 and Rules thereunmN Tﬂi” '

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 Contrel Reghjations made of the Government of
India, Ministry of Commerce, @\{3

+ 4 |
The import licence(s) ‘ ara (I) above will not accordingly to
itself/themselves b fity for import of Drugs covered by that/those

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,

No. 6-4/FF/53/07-DC (Re-Registration-2011)

i

" Assistant Dirug

Copy together with copy of Licence No, FF-463-12536 date

Bl Sl

? 7 JUN 20

Asstt. Drugs Controller (India), New Customs, Fort, Mumbai. .

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



FORM 10
(See rules 23'and 27)

Llcence to lmport drugs (excludmg those spec1ﬁed in Schedule X) to the Drugs and Cosmetic
e ORI

Licence Number FF-463-12536 R Datg 3 JUN-2011

1. M/S. Novartls Healthcare Pvt, Ltd Gala No. 1-A & 2-A,Bldg No. 28, Arihant

COIHD KODar, ‘Purna 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 MUs. Novartis Pharma Produktions GMBH, Oeflingerstrasse
44 D-79664 Wehr, Germany any other drugs manufactured by the said

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

2. This licence shall be in force from 22-06-2011 to 31-05-2014 unless it is sooner

suspended or cancelled under the said rules.’

Names of drugsto be iinported
Elidel (Pimecrolimus) Cream 1%
* Ttem (One) Only
- Place: New Delhi
Date ;

27 JUR 201

Conditions of Licence?ssistant Drugs Controller (India)
wERey War weeered

A photocopy of licence shall be displayed in a prominent'ﬁ%‘@éaiﬁogegg‘gan fithieprerfiseieand
Neow Dethi-110 002

_ 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 signed and authenticated by the manufacturer with date of

testing;-date of release and*datefoffforwardingwsueh-repor-ts.—-’Ilhe-imponed_batch..ofﬁachdrug___._._u.m.l__m_;

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 an'ci 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. deeméd to_be valid for a

maximum penod of three months from the date on which the change takes place unless, T

the meantime, a fresh licence has been taken from the hcensmg authority in the name of the

firm ' with the ' changed constitution™;



