From;

To:

No. 6-3/BD/91/04-DC(Re-Reg-2010)

The Drugs Controller (India)

Directorate General of Health Services
FDA Bhawan, Kotla Road

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

0 "MK 2T’

Mis. ABS Mercantiles Pvt. Ltd.
- Shop No.1, Saket Commercial Gomplex, 56/9

New Railway Road

Gurgaon

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

Dear Sir/Sirs,

~under the Drugs Act, 1940 and Rule eri;g der.NF

.- With reference to your application for import licence fo

rded to this office with your letter

olidy\no. 17138 de. 11/0472011, 1
JTH Tese licence(s) has/have been

No. Nil Dated 08/04/2011 received by this offj
enclose licence(s) Nos. BD-463-18978 dat

1d

| AY -
1. I am to point out t e@%\;%; sOf Drugs Act, 1940 are in addition to and not
derogation of any othek lawf67 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 éccdrdingly 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 p_@g}_{_igg__a_c__c_ompanying._the..dmg...or..any---matter—-stated--on-—the—labe}

@

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

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

Please acknowledge receipt of this letter and its enclosures.

Yours faithfully,

' Assistan ontroller (India)
No. _6-3/BD/91/04-DC(Re-Reg-2010)

Copy together with copy of Licence No. BD-463-18978 dated

[N S ) N Qe

E
G & & 2018
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
(Sge rules 23 and 27)

Licence to import drugs (excluding those specified in Schedule X) to the Drugs and Cosmetic
‘ Rules, 1945 .
Licence Number BD-463-18978 Date 86w 20“
1

1. MUS. ABS Mercantiles Pvt, Ltd. Shop No.1, Saket Commercial Complex, 56/9
New Railway Road/ Gurgaon is hereby licensed into India during the period for

. Which-this--licence “isin force, the drugs specified below, rhé;ﬁufactured By Mis.
Hunan Dong!ing Pharmaceutical Co. Ltd., No. 16, Dongvan Roa

Changde City, Hunan Province + PC 415001, ¢ ifia_. «:a‘gl: “other drugs

' o o e RN ,

manufactured by the said manufacturer as hayFEHtime to't; orsed on this
(L B eese

licence, _
2. This licence shall be in force from 04/05/2011 to 31/08/2013 unless it is sooner
suspended or cancelled under the sajid rules.
Names of drugs to be imported
Tranexamic Acid BP
Item (One) Only
Place: New Dethi

P G w200y

Conditions OfLi‘:-?!_lé_e' i e
A photocopy of licence shall be displayed in a prominent place in a pé;t of the promises, and

the original licence shail be produced, whenever required.

Each batch of drug__imported_into--India—shall-beaccom‘p‘iﬁied with a detailed batch test report

and a batch release certificate, duly signed and authenticated by the manufacturer with date of
festing, 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
. Thehcensee 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/91/04—DC(R8—Re2-2010) ‘

The Drugs Controller {India)

Directorate General of Health Services
FDA Bhawan, Kotla Road

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

To:

- New Delhi, dated

Domian

M/s. Gorang International

Bldg No. 1, Gala No. 12, 2nd Floor
Manish Compound, Anjurphata,
Dist.Thane Bhivandi

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 06/04/2011 received by o@
enclose licence(s) Nos. BD-463-18979 e
under the Drugs Act, 1940 and Rules thereunder.

iy office vida diary no. 16870 dt. _11/04/2011, 1
3 Mﬁxz ]?:ﬂﬂﬁﬁs/T hese licence(s) has/have been

1. T am to point out the provisions of Drugs Act, 1940 are AN addition to and not
derogation of any other law for the time being jn-f Foe.andias/suth the licences issued
ﬁ% ittnces which may be

2. The import licence(s) mentioned in para (I) above wil] 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, :

No. 6-3/BD/91/04-DC e-Reg-2010 _ —
Copy together with copy of Licence No, BD-463-18979 dated EE § MA;‘;‘ ZETE?

%w!ﬁr—'

5. The Assistant Drugs Controller (India) and Technjcal Officer of the Central

Organization at the ports will be Officers authorized to jnspect. the.premises- of:- oo

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

Asstt. Drugs Controller (Indid), New Customs, Fort, Mumbaji.
Asstt. Drugs Control]er (India), Customs House, Kolkata.
Asstt. Drugs Controller (India), Customs House, Chennaij.
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-463-18979 Date {J § mAY 2011

1. M/S. Gorang International Bldg No. 1, Gala No. | 12, 2nd Floor Manish
Compound, Anjurphata, Dist, Thane Bhivandi is hereby licensed 1nto Indla  during

the period for which this licence is in force the drugs Spemﬁed below manufactured
By M/s. Hunan Dongting Pharmaceutical Co. Ltd., No. 16, Dongyan Road,
Deshan, Changde City, Hunan Province , PC 415001, 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 04/05/2011 to 31/08/2013 unless it is sooner
suspended or cancelled under the saj N
Z}@ 7
- Names of drugs to be import @E’?‘;%f %n @@ ‘}h
Tranexamic Acid BP

Item (One) Only
Place New Delhi -

Date B_LM@;&_Z_O "

i

reraE Wit
Dt

BS gistant 1 m‘lﬂ

e TE ‘Healm gervices

Conditions of L'cen‘(‘&tora};eﬁeé‘g; \;’ﬂm Keﬁg;zoad

1. A photocopy of licence shall be displayed in a prominent place in a piit Bt t‘he premises, and

the original licence shall be produced, whenever required.

b

~~Each batch of drug impotted iiito ladia 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 llcensmg authority deems fit prior to its

B

-.marketing, -

Wl

The licensee shall be responsible for the business activities of the manufacturer i 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

| firm " with the changed constitution™;



N ' . No. 6-3/BD/52/02-DC!ge-Reg-2009[

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

_ New Delhi, dated
' 6 bnyaom

~Mis. Twenty First Century Pharmaceuticals Pvt. Ltd.(Unitll)
Khasra No, 282, Nalheri Dehviran,
Puhana-iqbalpur Road, Roorkee, -
Distt. Haridwar, Uttarakhand

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 25/04/2011 received by thifg%w vide diary no. 19791 dt. 27/04/2011, |

~ enclose licence(s) Nos. BD-198-18980 date j\ftl_)(y a0 These licence(s) has/have been
under the Drugs Act, 1940 and Rules thereunder.

‘1. I am to point out the provisions of Drugs Act, 1940 are in addition to and not
derogation of any other law for the time being in force-and as such the licences issued
under Drugs Act will be in addition to f mg;?ﬁé any licences which may be
necessary under the Import Trad T @E@f”ioﬁs ade of the Government of

India, Ministry of Com : 1@“‘{& =
161

3
2. The import licence(s) QE‘? ed(para (I) above will not accordingly to
itself/themselves be su fﬁen).t;wthonty 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 Controller (India) and Technical Officer of the Central
Organization at the ports will be Officers authorized to .inspect the premises.of . .

-importers establishmerits for the purpose of Rule 26 of the Drugs Rules:.

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

Assistant Dru oller (Tndia)
No. 6-3/BD/52/02-DC(Re-Reg-2009) g MY 2018

Copy together with copy of Licence No. BD-198-18980 dated

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

0o —




L.

FORM 10
(See rules 23 and 27)

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

Licence Number BD-198-18980 Datef) f pi A.g_?ﬂn

1. M/S. Twenty First Century Pharmaceuticals Pvt. Ltd.(Unit-ITI) Khasra No. 282,

* Nalheri Dehyiran, Puhana-_Iqb_a!pur Road, Roorkee, . Distt.. -Haridwar, - — -

Uttarakhand is hereby licensed into India during the period for which this licence s
in force, the drugs specified below, manufactured By M/s. CKD Bio Corporation ,
454, Moknae-dong,Danwon-GU, Ansan- SLKvunggi -DO, 425-100, South

Korea 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 04/05/20

suspended or cancelled under the sajd

& s
L @%’%’” WV

Names of drugs to be importe @%‘?\f T

1. Clavulanate Potassium With Silicon Dioxide (11

2. Clavulanate Potassium With Microcrystalline Cellulose (1:1)

Item (Two) Only
Place: New Delhi

Date : MMAF% it

ukless it is sooner

PBRIN
ARVINDKUKRETY
werrn s«ibealiStamp,
Assistant Dregs Centrofler {India)
Conditions of Licence ALY [ ey
Directorate Genaral of Health Serviges

A photocopy of licence shall be displayed in a prominent place in aoghﬁégnﬁ[ﬂ;i%t%g?mses,_and
wew Delthiv

the-original licetice shall be produced, whenever required.

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

3.

4.

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 ofeachdrug

- shall be subjected to examination and testing as fﬁé"lic-én's”ir'igméilﬂ'ié;i.ty 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 datef on which the change takes place ﬁnlesé, in
the meantime, a fregh- licence has been taken from the Iiceﬁsing authority in the name of the

firm with the changed constitution™;



No. 6-3/BD/52/02-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
o | 06 jiav. 2011

~ MJs. Twenty First Century Pharmaceuticals Pvt, Ltd.
No. 360, SIDCO Estate,
Chennai-600098

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 25/04/2011 received by thiy)fgc“* -;(g mno. 19790 dt. 27/04/2011, 1
enclose licence(s) Nos. BD-198-18981 date MAY: These licence(s) has/have been

—

under the Drugs Act, 1940 and Rules thereunder.

are ition to and not
derogation of any other law for the time being-in grcef:inﬂ}i\s"lsuc ¢ licences issued
under Drugs Act will be in addition e’aﬁazdm:fﬂfét,fr‘b‘i% icences which may be
necessary under the Import Tradé Qonfrf&i%K%ﬁ@t—ioﬁs ‘made of the Government of
India, Ministry of Commerce, W

. T am to point out the provisions of Drugs Act, 194 @ﬂg”ﬁaia

2. The import licence(s) mentioned in para (I} above will not accordingly to
itselfthemselves 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. Jam therefore, to advise you to obtain, where necessary licences for import of drugs
in question under the Import Trade Control Regulations.

4. _Any literature Ql.'_..p.acking.accompa_nying_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 DrugsRules. . .. ... ... . .. .

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

Yours faithfully,

' Assistant oller (India)
No. 6-3/BD/52/02-DC(Re-Rea-2009) _ L
Copy together with copy of Licence No. BD-198-18981 dated i i A 258

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

L NEREN



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-198.18981 - Date ) g pyay 2018

1. M/S. Twenty First Century Pharmaceuticals Pvt. Ltd. No. 360, SIDCO Estate,
Chennai-600098 is hereby licensed into India during the period for which this
licence is in force, the drugs specified below, ‘manufactured By M/s. CKD Big
Corporation .454 Mokna i
100, South Korea any other drugs manufacture

e-dong.D

e
from time to time be endorsed on this licer N
2. This licence shall be in force frd £04/0512011-16 31/05/2012 unless it is sooner

suspended or cancelled under the said r 1‘;;:/ :
Names of drugs to be imported
L Clavulanatg Potassium With Silicon Dioxide (1:1)
- 2. Clavulanate Potassium With Microcrystalline Cellulose (1:1)
Item (Two) Orly
Place: New Delhi

Date: U 0 ®i2Y 201

] \ 't
e st ()
Asustant D!-‘J‘gao ¢ -'t‘-’a\llnpa)

TRy T el

Conditions ofL:ce%%gcmrate General of Health Services

- 7 . . . . E.D.A. Shawan, ¥lotla Road
L. A photocopy of licence shall be displayed in a prominent Place in a'part ofith €premises, and

the original licence sha be produced, whenever required.

3. The licensee shall be responsible for the bissiness activities of the manufactirrer 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 N
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 the licensing authority in the name of the

firm with the changed constitution™; °
. £e




No. 6-3/BD/73/09-DC

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

0 6wy 2OM

" 'Mis. VHB Medi Sciences [td. _
Plot No. 20-22, 49-51, LIE, Sector-5, Pant Nagar,
Distt, Udhamsingh Nagar

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

No. Nil Dated 21/03/2011 received by thia ogicgﬂigew no, 13628 dt. 23/03/201 L1
enclose licence(s) Nos. BD-882-18982 date MAY . CPniS/These licence(s) has/have been

under the Drugs Act, 1940 and Rules thereunder,

1. T am to point out the provisions of Drugs Act, 1940 .”ﬁﬁ?fgon toand not

derogation of any other law for the time being in foreeand % ch the-licences issued

~ under Drugs Act will be in addition to and disti ﬁb‘;’gﬁany/h nces which may be

necessary under the Import Trade Contr @iﬁt:bfﬁ,mﬂe of the Government of
India, Ministry of Commerce. @\Q‘ -~

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 ofthe Drugs Rules. ., |

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

_ Assistant ntroller (India)
No._ 6-3/BD/73/09-DC : :

Copy together with copy of Licence No. BD-882-18982 datedﬁ

6 iy 2018
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.

-l:-}dl\):—-




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-882-18982 - Dfe 4 MAY, 2018

1. M/S. VHB Medi Sciences Ltd. Plot No. 20-22, 49-51, LLE, Sector-5, Pant Nagar,
Distt. Udhamsingh Nagar is hereby licensed into India during the period for which

. this.licence is in force, the drugs specified below, manufactured By M/s. Shanghai
Techwell Biopharmaceutical Co. Lid. No. 4258, jindu Road, Minhang District

Shanghai-201108 China any other drugs manufactured by the sai manufacturer
o f
as may from time to time be endorsed on this licenceﬁ;%

B
2. This licence shall be in force from GAISR0FE Yorsirol
T b .
suspended or cancelled under the said rules)

Names of drugs to be imported
1. Chorionic Gonadotrophin HCG)IP
2. Menotrbpins—Human Menopausal Gonadotrophin HMG)USP
3. Urofollitropin (FSH)
Item (Three) Only
Place: New Delhi

Date WA}J _?U" '

unless it is sooner

e O ST
Essistant Drugs Con ;%ér
Conditions of Licence 37127 e FeifAeeners

Jireciorate General of Health Services

A photocopy of licence shall be displayed in a prominent place iﬁ-%@g%'x‘i;" 3 .mgggfggni%s, and

the original licence shall be produced, whenever required

Each batch of drug imported into India shall be accompanied with a detailed batch test report
and a batch release certificate, duly signed and authenticated by the manufacturer with date of

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

shail be subjected to examination and testing as th_e___l_iccn_si_pg_a_uthqr_i_ty deems. fit prior.to its. ... e o

- 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
) consfi_tution 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 lice’nsing'authority in the name of the

firm with : the changed constitution”,;



“From:

To:

No. 6-3/BD/40/05—DC(I_’t-1) (Re-registration 2009

The Drugs Controller (India)

Directorate General of Health Services
FDA Bhawan, Kotla Road

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

New Delhi, dated

. 606, 6th Floor, Arun Chambers, Tardeo Road,

Mumbai-400034

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

Dear Sir/Sirs,

With reference to your application for import licence forwarded to this office with your letter
No. Nil Dated 24/03/2011 received b this office ﬁ diary no, 0 _dt. 24/03/2011, ] enclose
licence(s) Nos. BD-574-18983 datea’ji_ﬁ_j\yi‘liw i@T hese licence(s) hasAia

the Drugs Act, 1940 and Rules thereunder. : '

I. I am to point out the provisions of Drugs Act, 1940 aré in-addifion to and not
derogation of any other law for the time being ipféreetand as such the licences issued
under Drugs Act will be in addition to an 1§;_iq§3a"ffbfh Y licences which may be
necessary under the Import Trade Control e‘gﬁi‘a‘ti n§ 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

No. 6-3/BD/40/05-DC(Pt-1 e-registration 2009 _ P
Copy together with copy of Licence No. BD-574-18983 dated S & FAY

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 DrugsRules.......o .

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

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

PR =



2.

FORM 10
(See rules 23 and 27)

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

Rules, 1945 06 Mﬂc}" 2011

Licence Number BD-574-18983 Date

1. M/S. Dilipkumar & Co. 606, 6th Floor, Arun Chambers, Tardeo Road,
Mumbai-400034 is hereby licensed into India during the period for which this

licence -is -in - force, -the- drugs. speciﬁed--beiow-,- manufactured- By--M/s.- Jiangsu - - oo

Tohope Pharmaceutical Co. Ltd. 188,Wuyishan Road, Southeast Econemic
- Development Zone, Changshu_City, Jiangsu 215533, China any other drugs

manufactured by the said manufacturer as may from time to time be ?dorsed on this
"

licence.

) 208 JF -
2. This licence shall be in force from 04/05/2011 to 14/02/2012 funless it-is sooner
suspended or cancelled under the said rules. Y P

Names of drugs to be imported
Alpha Lipoic Acid
Item (One) Only

Place: New,Delhi _ _
Date : vbé/\#w 23“

~

eI i 1 RGt e ey
Agsistant (n aSea!lSta’m!p)
. ey A RAdeay
Conditions of Licencgtorate Genzral of Heaith Services
£.00.A. Bhawan, Kotla Road

A photocopy of licence shall be displayed in a prominent place in a partPefith® Pfemises, and

the original licence shall be produced, whenever required.

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, o

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 rﬁrm takes place, the current licence shall be deemed to be valid for a
-maximum period of three months from the date on which the change takes place unless, in
the meantime, a fresh licence has been taken from the licensing authority in the name of the

firm ] with the changed . constitution™;



“From:

No. 6-3/BD/40/05-DC(Pt-1) (Re-registration 2009)

The Drugs Controler (India)

Directorate General of Health Services
FDA Bhawan, Kotla Road

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

To:

New Delhi, dated

U6 juay 2011 1

M/s. Haresh Chemicals
27-28, Anant Building , 2nd Floor, 217, S.G. Marg,
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 i\ your letter

No. Nil Dated 25/03/2011 received by this of@cebviﬁf-dia i 1458 03/2011, I
enclose licence(s) Nos. BD-574-18984 dated b Jg}‘)lf hrey ave been

under the Drugs Act, 1940 and Rules thereunder.

s
: AN
1. T am to point out the provisions of Drugé A ¢t 1940 afe in addition to and not
derogation of any other law for the time bei: \ingféreeﬂd as such the licences issued
under Drugs Act will be in addition to and distifict 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-———————

No. _6-3/BD/40/05-DC(Pt-1) (Re-registration 2009)

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,

Copy together with copy of Licence No. BD-574-18984 date% 6 f;'w' @,
. ,

R -

‘\Vf"
Asstt. Drugs Controler (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-574-18984 _ Date _&6_}‘4@%’ ) ? 0 "

1. M/S. Haresh Chemicals 27-28, Anant Building , 2nd Floor,_gl7.' S.G. Marg,
Mumbai-400002 is hereby licensed into Indja during the period for which this

licence is in_ force, the ..drugs speciﬁed-.below;. manﬁfactured By Ms: Jiangsii

Tohope Pharinaceutical Co. Litd. 188, Wuyishan Road, Southeast Economic

Development Zone, Changshu City, Jiangsu 215533, China any other drugs

licence,
- 2. This licence shall be in force from 04/05/2011 to 14/02/2012 unless i

suspended or cancelled under the said rules.

Names of drugs to be imported
Alpha Lipoic Acid
Item (One) Only
Place: New Delhi .

Date : u 6/’\’"9\2 20"

faeizre {'—lﬂ'ﬂ)}
India

istant i1 SControHer{l

oo -Seal/StampTa

TRV ﬂ!ﬁ?-‘!
R ith SerViCeS
. ) . eheral of Hed
Conditiors of Licenge ectoraLeDﬁ‘ Bhawan, K%ugéeﬂd
: o . . New Deli-110 002
A photocopy of licence shall be displaved in a prominent place in a part of the remises, and
p omi p

the original licence shall be produced, whenever required,

Each batch of drug imported into India shall be accomp_an_ic_d_with_a..detaiIed...batch-test—report—---------------- S

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
3. "The licensee shall be responsible for thebusmess 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/40/05—DCQt—1] (Re-registration 2009) ' @

The Drugs Controller (India) ,
Directorate Genéral of Heaith Serviceg
FDA Bhawap, Kotla Road

Phone No.-g1 1-23236965, Fax N, 0.-23236973

' ’
- From;

To:
86 iy 201

M/s. Medi Pharma Drug Hoyse
Bulakhidas Bldg, Gr. Floor, 13,

Vithaldag Road, Princess Street,
Mumbai-400002

=~V
ug&‘@u‘ies hereunder.,

T Pt b J
i

With reference to your applicatiop £6¢ POrt licence forwardeq to this office with your letter

No. Nil Dateg 30/03/2011 received-by this e vide diary no. 15708 d¢. 04/04/2011, |

enclose licence(s) Nos. BD-574 18985 dated .M]ﬂ ? Hhese licence(s) has/have been
er.

L Tam g point out the f Drugs Act 1940 are ip addition to gpg not
derogation of any other the time being in force and as such the licences issueq
unaer Drugs Act wi on to and distinct from any licences which may be
ecessary under the Import Trade Control Regulationg made of the Government of

India, Ministry of Commerce,

NewDelhi, dateg

3. Iam therefore, to advise you to obtain, where necessary J_i_oences--for—import‘df drugs
i question yndey the Import_-l?rade-Gontr'dl'Re_g_Lﬂations.

4, Any literature or packing aceompanying the drug Or any matter stateq on the labe]
should pot Contravene the provisions of the Drugs and Magic Remedies
(Objectionable Advertisement) Act, :

No. 6—3/BD/40/0'5-DC{£t-I ) (Re-registration 2009) fl & /i
Copy together with €opy of Licence No, BD-574-180g5 dated ™ i
29 /4-18985

1
2
3. Asstt Drugs Controller (India), Customs House, Chennai.
4. Asstt Drugs Contraller e .ar.1 200




—_—

Licence Number BD-574-18985 Date

FORM 10
(See rules 23 and 27)

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

Rules, 1945 0 6 mky 201

1. M/S. Medi Pharma Drug House Bulakhidas Bldg, Gr. Floor, 13, Vithaldas

Road, Princess Street, Mumbai-400002 is hereby licensed into India during the_ ...

penod for Wh1ch this licence is 1n force, the drugs specified below, manufactured By

drugs manufactured by the s "’d,manufadw{;,asr may from time to time be endorsed
\/‘

on this licence.
2. This licence shall be in force from 04/05/2011 to 14/02/2012 unless it is sooner

suspended or cancelled under the said rules.

Names of drugs to be imported
Alpha Lipoic Acid
¥em (One) Only
Place: New Delhi

Date :_{] é f\ifﬁ-)} _20"

A '
Y RETY
weres s ERECT-r {s SivE)

A.’:J“'m Tirubs t"')w Ingia
st ) SeaNSAL f’

Jirectoraie
Conditions of Llcence F.D.A. bnawn
New Dethi-3

3 00;
A photocopy of licence shall be displayed in a prominent place in a part of the premlses and

the original licence shall be produced, whenever required.

M

L

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 llcensmg authority deems f t prlor to 1ts -

marketing:

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

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

firin with the changed - constitution™;




No. 6-3/BD/40/05—DC(Pt—-I) (Re-registration 2009)

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

M/s. Gorang Interationg
---Bldg- No: 1, Gals NO. 12, 2nd Fioor,

Manish Compound Anjurphata,

Dist. Thane Bhivandi

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 23/03/2011 recejved by this gffice vide d 0._14365 d¢. 28/03/2011,1
enclose licence(s) Nos. BD-574-18986 datedﬂ g:/(/}ﬁﬁ %mj; hese licence(s) has/have been _
under the Drugs Act, 1940 and Rules thereunder. : '

2. The import licence(s) mentis ‘i‘fﬁ' % above will not accordingly to

itself/themselves be | 1%@‘6@?%; C'ii"ffyif T import of Drugs covered by that/those
ﬁg}t Trade-Control Regulations of the Commerce Ministry

licence if under the
Separate licences are redy or import of such drug(s).

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

06 am

5. The Assistant Drugs Controller (India) and Technica Officer of the Central

Organization at the ports will be Officers authorized to inspsct the premises of

importers establishments for the purpose of Rule. 26..0f.'.the--Dmgs-RuIes:" B

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

\
No. 6-3/BD/40/05-DCy Pt-1) (Re-registration 2009) _ T
Copy together with copy of Licence No. BD-574-18986 dated] & f{‘% /\} ?8{?

Asstt. Drugg Controller {India), New Customs, Fort, Mumbaj
Asstt, Drugs Controller (India), Customs House, Koikata.
Asstt. Drugs Controljer (India), Customs House, Chennai.

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

.p.wg\)._.



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-574-1508¢6 Date f) § mAY 2011

1. M/S. Gorang Interationa] Bldg. No. 1, Gala NO. 12, 2nd Floor, Manish

By M/s. Jiangsu Tohope Pharmaceutical Co. Lid, ISS.Wuvishah Road,

Southeast Economic Development Zone Changshu Cj diangsu 215533 China

any other drugs manufactured by the said manufacturer ag ma

- . ' = 5 ..
2. This licence shall be in force from 04/05/2011 T{t,g 51\4{0;)201/ unless it is sooner
Suspended or cancelled under the said rules.,: Y @‘\9 j

S R
P

endorsed on this licence,

- Names of drugs to be imported ;“’j‘f k

Alpha Lipoic Acid
Item (One) Only
Place: New Delhj :
Dateza 6@?_2&1? ] ’ ~
LICENSING AHERORT
=VIND KUKRET
s iR R (IR
A tBrijgs Conlrofier Indiz)
4 waiveer venSeal?S

. . irectorats Ganeral of Health Services
Conditions of Licence &pa Biawan, Kolla Roa
New Dalhi-110 002

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

Each ba_t.ch_oﬂdmg—-imported-inm‘ln‘dia shall be accompanied with 4 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 i

| The licenses 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 pléce, the current licence shall be deemed 1o be valid for a

firm . with the changed constitution™;




No. 6-3/BD/40/05~DC(Pt—1} {Re-registration 2009

" From:

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

M/s. Aquatic Remedies Pvt. Ltd. - e
F 108, 109, 1 10, Sambhav Complex, Village Rahnal
Dist. Thane Bhiwandi-421302

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

Dear Sir/Sirs,

-t'-ﬁ‘& ~ )
 With reference to your a ge;)n%%j impdrtlicence forwarded to this office with your letter
" No. Nil Dated 15/03/201%0 ived“bS otis gﬁjc vide.diams no. 13722 dt. 23/03/2011, 1

enclose licence(s) Nos. BD-574-189. Tdated % {U/RBAV(TH /ﬁ:ese licence(s) has/have been

under the Drugs Act, 1940 and Rules thereundar:

1. Tam to point out the provisions of Drugs Act, 1940 are in addition to and not
under Drugs Act will be in addition to and distinct from any licences which may be
hecessary under the mport Trade Control Regulations made of the Government of
India, Ministry of Commerce, : ' &

g
i
&

2. The import licence(s) mentioned in para (D) above will not accordingly to
itself/themselves be sufficient authority for import of Drugs covered by that/those
licence if under the Import Trade Conirol 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 imj'ao’rt of drugs
in question under the Import Trade Contro] Regulations, ‘

86 myam

4. Any literature or packing accompanying the drug or any matter stated_on_the-label

sho_u_l_d_.not.._contravene—the—‘pro'\‘fisxons of the Drugs\\and Magic Remedies
(Objectionable Advertisement) Act, ER '

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 Dyuge Rues. |

"6." Pléase a kﬁbiﬁléﬂgémi"ééefp.t.bf: thzs letter and its enclosures,
' Yours faithfully,

No. 6-3/BD/40/05-DC t-1) (Re-registration 2009 o, e
Copy together with copy of Licence No. BD-574.18987 dated # § é’//l}?’ it

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

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

LN
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FORM 10

(See rules 23 and 27)
Licence to import drugs (excluding those specified in Schedule X) to the Drugs and Cosmetic
: Rules, 1945
Licence Number BD-574-18987 ‘ Date 0 b MEy 2018

1. M/S. Aquatic Remedies Pvt. Ltd. F 108, 109, 110, Sambhav Complex, Village
Rahnal Dist. Thane Bhiwandi-421302 is hereby licensed into India during the

8,Wuyishan Road, Southeast

on this licence,
2 This licence shall be in force from 04/05/2011 to 14/02/2012 unless it is sooner

suspended or cancelled under the said rules.

Names of drugs to be imported
Alpha Lipoic Acid
Item (One) Only
Place: New Delhi

DeteQ 6 piny-2018

Asistant O ugs onirgller {(ndiy

#1142y Y\ Of {5&1’5}[3
degliata General of Health Seryj

Cond]tlons of Llcence F.0A. Shawan Kolla Road ces

New Delhi-11p g2
A photocopy of licence shall be displayed in a prominent place in a part of the premises, and
the original licence shall be produced, whenever required.

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

w

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 tesponsible 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”.;

ified below, manufactured By .



.\)

No. 6-3/BD/194/02-DC (Re-Registration 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:

0 6fuby, 201
~ Gala“No. 102, 1st FIr, Bldg-B, Sri Sambhav Complex,
Rabala Purna Village, Tal-Bhiwandi
Dist. Thane '

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

Dear Sir/Sirs,

- With reference to your application for ifport{]: gf0rwarded to this office with your letter
No. PP/MI-A/2011 Dated 29/03 01 I=reCeived-by this office vide diary nox 15739 dt.

04/04/2011, I enclose licence(s N
has/have been under the D ;'f, |6°and Rules thereunder.

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

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. 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.

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 DrugsRules.

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

\ : Assistant)
No._ 6-3/BD/194/02-DC (Re-Registration 2009)
Copy together with copy of Licence No. BD-178-18988 dated [} 4

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

BN —



FORM 10
(See rules 23 and 27)

Licence to import drugs (excluding those specified i
Rules, 1945

%%du X) to the Drugs and Cosmetic

Licence Number BD-178-18988

manufactured By M/s. Yancheng Suhai Pharmaceutical Co. Ltd., No. 92, E,
diankang Road, Dafeng City, Jiangsu, 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 04/05)2011 to 31/05/2012 unless it is sooner
suspended or cancelled under the sajd rules,
| Names of drugs to be imported
Doxycycline Hydrochloride EP
Item (One) Only
Place: New Delhi ‘
Date ; 3 6 NP& 20“

\ }
" eat Drugs s 1Stai
LA 1‘{5:;f§1é¥ntglrgp

Conditions of Licence -‘”:;;e:ﬁe.fal of Health Services
: rLL A Bivawean, Kotlg Road

1. A photocopy of licence shall be displayed in a prominent place in'l Pait ot iH%remises, and

the original licence shall be produbed, whenever required.

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

----iS"in' force, “the "drugs specified below,

and a batch release 'certiﬁcate, duly signed and al_;t_hﬁnticated-by-the—manufacturer'with"date of

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

marketing,

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

“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 _operafing under the licence. Where any change in the
constitution of the firm takes place, the current licence'sh_all be deemed to be valid for a

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



- From:

To:

2\
Sub: Import Licence under the Drugs Act, 194 a@r

Dear Sir/Sirs,

- ..Mfs. Aquatic Remedies Pvt. Ltd. - - - .

No. 6-3/BD/75/10-DC

The Drugs Controller (India)

Directorate General of Health Services
FDA Bhawan, Kotla Road

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

New Delhi, dated

F 108, 109, 110, Sambhav Complex, Village Rahnal
Dist. Thane Bhiwandi-421302

5 Rules thereunder,

.G

licence forwarded to this office with your letter

is office vide diary no, 14012 dt. 25/03/2011, I

§ 6 MAY_. 2k These licence(s) has/have been
i . :

‘With reference to your applica ion £o i

No. Nil Dated 22/03/2011 r ei@ji

enclose licence(s) Nos. BD-89

-~ under the Drugs Act, 1940 and Rules thereunder.

1. T am to point out the provisions of Drugs Act, 1940 are in addition to and not
derogation of any other law for the time being in force and as such the lcences 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

®

0 6 2y 2010

should—-not——-conu-avene—--the----provision'S"'—of—'th‘e"“Drugs and™ Magic Remedies

No._ 6-3/BD/75/10-DC

(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

Copy together with copy of Licence No. BD-895-18989 dated i 4 .,}\,;A;_

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.




[a—
.

2,

FORM 10
(See rules 23 and 27)

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

Rules, 1945 . 2
Licence Number BD-895-18989 Date ﬂ 6 M A V 0“

1. MJS. Aguatic Remedies Pvt, Ltd. F 108, 109, Mmbhav Complex, Village

Rahnal Dist. Thane Bhiwandi-421302 m/f(@%}

d into India during the

perlod for which th15 hcence is in for
- Mbs. Guangzhou Hanpu &Eﬁ@&' Co. Ltd. Bai yunling, Aotou Town,
J}a@mg province, China _ any other drugs
manufactured by the said manufacturer as may from time to time be endorsed on this

Conghua _city, Guangzhou,

licence.
2. This licence shall be in force from 04/05/2011 to 30/11/2013 unless it is sooner
suspehded or cancelled under the said rules,
Names of drugs to be imported
Clotrimazole IP
Item (One) Only

Place: New Delhi

Dateﬂ W’afy 20”

ARIWIND KUKRETY
s Sl Prises ()
Arsisuling DuSeal/Stampna)
Ty aT AaiS e

Conditions of Licence:cioraiz Gensral of Heafth Services
F.D.A, Bhawan, Kotla Roa:d
A photocopy of licence shall be displayed in a prominent place in a part:oftthe préthises, and
the original licence shall be produced, whenever required.

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

w

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

marketing,

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

with the registration holder and his authorised agent.

The licencee shall inform the licensing authority forthwith in writing in the event of any
change in the constitution of the firm operating under the licence.” Where any change in the
constitution of the firm takes place, the current licenée 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 takeh from the licensing authority in the name of the

firm with the - changed _ - constitution™;,

@h%@;g ugs-specified below, manufactured By .




From:

To:

No. 6-3/BD/40/05-DC(Pt-1) (Re-registration 2009}

The Drugs Controller (Indiz)

Directorate General of Health Services
FDA Bhawan, Kotla Road

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

06 v i

_ M/s. Supreem Pharmaceuticals Mysore Pvt. Ltd,

Plot No. 73,74 & 48-P1, KIADB Indl Area,

Nanjangud-571 302 @% _

Sub: Import Licence under the Drugs Ac}l%%u;gd? Drugs Rules thereunder.

Dear Sir/Sirs, LGN
~S

With reference to your applicatio itiiport licence forwarded to this office with your letter
No. Nil Dated 20/04/2011 receivelt by this oﬁﬁ%a yide-4i 0. 19696 _dt. 27/04/2011,
enclose licence(s) Nos. BD-574-18990 dated N:Q}”T%ﬁ;?hese licence(s) has/have been
under the Drugs Act, 1940 and Rules thereunder. '

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. '

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

No. 6-3/BD/40/05-DC(Pt-1) (Re-registration 2009)

(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 DY er (India)

Copy together with copy of Licence No. BD-574-18990 dated [} b g”vf:é;y FE

W

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.:

sho_uid.__not.._.contravene---—the—-prov-isions—--— of—-the—Drugs— and—Magic—Remedies



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-574-18990 Date U 6 /‘44?_ 2 0 ”

I. M/S. Supreem Pharmaceunticals Mysore Pvt. Ltd., Plot No. 73.74 & 48-r1,

KIADB Ind] Area, Nanjangud-571 302 is hereb
- ' 3 .
R

it

ensed into India during the

Economic Development Zone, Chine
drugs manufactured by the s d@%uf
on this licence,

2. Thisrlicenée shall be in force from 04/05/2011 to 14/02/2012 unless it is sooner

-suspended or cancelled under the said rules,

1 Jiangsu 215533, China any other
tur/r as may from time to time be endorsed

Names of drugs to be imported
~ Alpha Lipoic Acid
Item (One) Only

Place: New D}alhi
Date : 0 b NA‘V 20]?

Frazes ()
Assistant Rauge 7St ,'.’ﬁr fndia)
ANET ) RBHE - e

' $es : girectorate Ganeral of M fth Garvie:
Conditions of Licencg .04, Bhawan, Kotz sy

7y

3

1. A photocopy of licence shall be displayed in a prominent place in a pa:ﬁf!ci%'ff)tﬂg"f)’lpei}nlses, 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—--cert-iﬁcate,—'duly"signed'é"ﬁ'd 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 iicensing 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 égent.

4. The licence shall inform the licensing authority forthwith in writing in the evént 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 Hcensing authority in the_name of the

firm with the changed constitution”; |




