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NOC (Zone)

All the Corporate users can submit online forms under NOC (Zone). Following are the steps
involved in the same.

» When the Applicant logins using his credentials, he needs to switch his role to Corporate
by selecting Corporate from the list of Switch Role dropdown present on his

dashboard.

For better understanding, here is the image.

Menu = Welcome Mr Applicant (Corporate) # Home O Change Password © Logout

(B i ommion

2 Dashboard

Figure 1: Applicant Dashboard

» After switching the role, the Applicant needs to click on the Submit Application
hyperlink present on the dashboard. The following popup will appear as mentioned

below.

Switch Role

You were logged 1n as Corporate Do you really want to switch?

Figure 2: Switch Role




Fea ido

e g Online Form Submission: NOC (Zone)- Export NOC COMC

» Once the Applicant confirms to switch role by clicking OK in the above screen, the
Online Form Submission page will open as shown below.

Menu = ‘Welcome Mr Applicant (Corporate) # Home £ ChangePassword © Logout

Central Drugs Standard Control Organisation

Online Forms Submission

Select Department ®

Select Form: ole v

GENERAL INSTRUCTIONS
User can proceed to Online Form Submission only if the User Profile is complete

Please read the below instructions carefully before proceeding to Online Form Submission

Form Sub 118 divided into few simple steps like

&P Designed, Developed and Maintained by C-DAC.

-~~~

Figure 3: Online Form Submission

» There is a list of departments present in the Select Department dropdown. The
Applicant needs to select NOC (Zone) form the list.

Online Forms Submission

Select Department: @ NOC (Zone) k4
Select

Select Form: Laboratory

Investigational New Drugs

NOC (Zone)

01 agree that I'will provide accurate information and I will be solely r¢f Import & Registration of drugs provided to the division.
Medical Devices & Diagonstic
Biologicals

Veterinary

BA/BE for Export

GCT Division

New Drug division

GENI Fixed Dose Combination

) o . I Subsequent New Drug
# User can proceed to Online Form Submission only if the User Profile is comprete:

Please read the below instructions carefully before proceeding to Online Form Submission

1. Online Form Submission 1s divided into few simple steps like:
.

Figure 4: Select Department
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» After selecting NOC (Zone) department, two options would be available for select Form:
Export NOC and Dual Use NOC.

Online Forms Submission

Select Department: ©) NOC (Zone) M
Select Form: [Select Form] v
[select Form]
] } ) } . ] Export NOC ] o
[J1 agree that I will provide accurate information and I will be solely 1e Dual Use NOC provided to the division.

Figure 5: Select Form

1. Export NOC

» The Applicant selects Export NOC from the Select Form dropdown and clicking the
checkbox, he can move further by clicking on Proceed button. The following screen
will appear as shown below.

Menu = Welcome Mr Applicant (Corporate) # Home  Change Password © Logout
' : '"'\ Central Drugs Standard Control Organisation
X ¥ .
>
Export NOC

Applied For

Purpose of Application

Licence No.

(o ]

ks —r—

Figure 6: Export NOC
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» On this page, there are following options available under Applied For dropdown.
Below is the screenshot of the same.

Export NOC

Purpose of Application «* Product Detail Drug Detail

Applied For: [ select .|
Q,

Manufacture for Export Purpose

Purpose of Application:

Licence No. :

Material Transfer (API Manufacture)

Procuring Unapproved fapproved New Drug (Bulk) for R&D
/ Formulation Development / Manufacture of Exibit
Batches for data of Export Purpose

Figure 7: Applied For dropdown

» After selecting the desired option from Applied For dropdown, the Applicant can
see two options on the Purpose of Application dropdown: Bulk Drug and
Finished Formulation. We will see these in detail in the further sections.

NOTE: All the License numbers present in the License No. dropdown are those licenses
which have been added by the Applicant. The Applicant can add more license number by
following the below steps.

The Applicant needs to click on the Menu button present at the left corner of the screen.
Then he can go to User Profile --> Add Wholesale/ Manufacturing License Details. Here is
the screenshot for better understanding.

rol Organisation

Export NOC

AR AR AR S R 2R AL

Figure 8: Add Wholesale/ Manufacturing License Details
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Once the Applicant clicks on the Add Wholesale/ Manufacturing License Details,
the following screen will appear as shown below.

Men ‘Welcome Mr. Applicant (Corporate) # Home & ChangePassword ¢ Logout

Central Drugs Standard Control Organisation
Directorate General Of Health Services
Ministry of Health & Family Welfare, Government of India

Add License Details

Licensing Details Address Details
License Type: Select - Choose Premises
Issuing Authority

Licence
No./Approval

Valid From 8

Valid Upto

Upload Licence / Choose Flle | No fi.osen

Approval

‘Address Details

License No Edit
% License Type & Premises Name Address & B Licence &
[ 4 wholesale License TestDispatch 119/203; A-58, Majlis Park; Kheda; Kheda; Gujarat; India; 208012 LN-245 Download &
site
O 4 Wholesale License Test Dispatch 119/203; A-58, Majlis Park; Kheda; Kheda; Gujarat; India; 208012 bd-555-001  Download
site
O 4 Wholesale License Meghna & CDSCO  Bldg1& 2,119/203, Vijay Nagar; Spcl Address 2; New Delhi; Delhi; Delhi; India; = LN-1234 Download &
site Go 110011
O <4 Wholesale License Meghna & CDSCO Bldg14& 2,119/203, Vijay Nagar; Spcl Address 2; New Delhi; Delhi; Delhi; India; | test/1 Download | G
site Go 110011
O < Wholesale License M/sUnit Name Address Line One; Address Line Two; Raigarh; Cityname; Chhattishgarh; LNo-123 Download G
site India; 232323
+ Wholesale  License Test Pharmacy Block Nolo, Ist Floor, Udyog Bhawan; Pune; Pune; Maharachtra; India; FF-125607 Download o
Site 400126
= Manufacturing Site Test Pharmacy Bleck Nol0, 1st Floor, Udyog Bhawan; Pune; Pune; Maharashtra; India; 280018 Download «
400126
< CRO Approval Test Tester; Testing; Chandigarh; Chandigarh; Chandigarh; India; 234556 12345 Download
+ CRO Approval Test Tester; Testing; Chandigarh; Chandigarh; Chandigarh; India; 234556 md-33/1 Download
O = CRO Approval Test Tester; Testing, Chandigarh; Chandigarh; Chandigarh; India; 234556 56545 Download G

Figure 9: Add License Details

The Applicant can add the license details by filling the information asked in the
Licensing Details. Now, this License Number will appear in the License No.
dropdown.

License Detail has been successtTully
added

Figure 10: License Details added confirmation
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1.1.
Application

Manufacture for Export Purpose with Bulk Drug as purpose of

» When the Applicant selects Manufacture for Export Purpose with Bulk Drug as
purpose of Application, screen looks like as shown below in the image.

Welcome Mr. Applicant (Corporate) # Home & Change Password & Logout

Menu =
7 m\ Central Drugs dard Control Organisation
7 \
© o) 3 8 Directorate General Of Health Services
o v ¢ Ministry of Health & Family Welfare, Government of India
ey
Export NOC
Purpose of Application v
Applied For Manufacture for Export Purpose
Purpose of Application. Bulk Drug
Licence No.: 280018
Neutral Code Details (If Test
Applicable)
Premise Name :Test Pharmacy Premise Address :Block No.10, 1
Udyog Bhaw saharash
Issue Date :16/07/2014 Expiry Date :18/08/2
B Save and Continue Z Reset
HE Designed, Developed and Maintained by C-DAC.

Figure 11: Manufacture for Export Purpose with Bulk Drug as purpose of Application

» The Applicant can edit his details by clicking on the Reset button present at the
bottom of the page.
» After clicking on Save and Continue button, following page will appear.

Welcome Mr. Applicant (Corporate) # Home < Change Password & Logout

Purchase Order Details

Purchase Order No
Purchase Order Date

Issued by

Designed, Developed and Maintained by C-DAC.

Export NOC

Purchase Order Detail

Figure 12: Purchase Order Detail

]
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» Once the Applicant enters the details like Purchase Order No., Purchase Order
date, he can then select the Issued by Buyer or Trader option form the list. This
will open a Buyer or Trader Detail section, wherein the Applicant needs to enter
all the mandatory details.

Welcome Mr Applicant (Corporate) # Home & Change Password & Logout

,"‘i " Central Drugs Standard Control Organi
\, ..gb...,
e
Export NOC
-
Note:
Lan
2F ¢ tha )
Purchase Order Details
Purchase Order No = =
Purchase Order Date [Tosrovzona (=)
Issued by: = =
Buyer Detail
Organisation Name
Address Line 1 Address Line 2
Country State city Pin Code
Landline No. Fax
E-mail
= =

ﬁ'\lﬁg Designed, Developed and Maintained by C-DAC.

Figure 13: Buyer/ Trader details

» After entering all the Buyer/ trader details on this page, Applicant will save the
information and then the saved details will be visible in a new line as shown
below.

‘Welcome Mr_Applicant (Corporate) # Home £ Change Password € Logout

Export NOC

Purchase Ordes Detail

—éﬁé‘ﬁ Designed, Developed and Maintained by C-DAC.

Figure 14: Buyer/ Trader details (continue)
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» Now the Applicant can move to the next section by clicking on the Next button
present on this page. The following screen will appear.

Mem = Welcome Mr. Applicant (Corporate) # Home & Change Password (& Logout

Central Drugs Standard Control Organisation
Directorate General Of Health Services
Ministry of Health & Family Welfare, Government of India

Export NOC

Note: In case of EDC,Enter 0 in strength Field and the strength of Ingredients are to be filled in Gomposition section.

Drug Detail [ReRERSY

Drug Details

Application applied for Bulk Drug

Generic Name of Drug:

Pharmacopeial Monograph: select v
Class of Drug: Select v
Regulatory Status: Select v
Shelf Life: 0 Select v
Storage Condition: Select d

=

g;%zg Designed, Developed and Maintained by G-DAC.

Figure 15: Drug Detail
» After filling all the details, a new line is generated and the screen looks like this.

Menu = ‘Welcome Mr. Applicant (Corporate) # Home & Change Password ¢ Logout

Central Drugs Standard Control Organisation
Directorate General Of Health Sexvices
Ministry of Health & Family Welfare, Government of India

Export NOC

Note: In case of EDC,Enter 0 in strength Field and the strength of Ingredients are to be filled in Composition section

QU EENE  Quantity Detail

Drug Details
Application applied for: Bulk Drug

Generic Name of Drug:

Pharmacopeial Monograph: Select v
Class of Drug: Select h
Regulatory Status: Select hd
Shelf Life: o Select ~
Storage Condition: Select ~

Drug Details

I e e S T
(w + TEST FP.

Anthelmintic Drugs 1Days 2°c-g'c @

gg%aé Designed, Developed and Maintained by C-DAC.

Figure 16: : Drug Detail (continued)
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» Now the Applicant can move to the next section i.e. Quantity Detail by clicking
on the Next button present on this page. The following screen will appear.

Menu = Welcome Mz Applicant (Corporate) # Home & Change Password @ Logout
o~ trol Organisation

Export NOC
Quantity Detail
Drug Name Purchase Order No
Destination Country
Quantity Pack Type Pack Size

—_— —_——
—

Figure 17: Quantity Detail

» After entering and saving all the details on this page, the Applicant can move to
the next section by clicking on the Next button. The following screen will appear.

Memu = ‘Welcome Mr. Applicant (Corporate) # Home & Change Password () Logout

& "%, Central Drugs Standard Control Organisation
(Bl et cenerniotcatn servces
5 &m 7 Ministry of Health & Family Welfare, Government of India
S, _,.J"
Export NOC
Quantity Detail
Quantity Detail
Drug Name Purchase Order No
Select v Select
Destination Country :
Quantity Pack Type Pack Size
Select
oz o]
| [ nemeoruenmg [ [ ———— Packagesize | mait® |
+0 TEST 4 Bottle Test Algeria a4 G

@Eﬁ Designed, Developed and Maintained by C-DAC.

€dAC

Figure 18: Quantity Detail (continued)

» The Application is now complete and the Applicant will get a File No. The
Applicant can Download PDF or edit the form.
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Application for issue of NOC for Manufacture for Export Purpose

File No:
To

Central Drug Standards Control Organization, West Zone ,Office of Deputy Drugs Controller(India), 4th Floo:, Zonal FDA Bhawan, GMSD Compound, Bellasis
RoadMumbai Central (India) - 400008

Sub: Request for NOC of Manufacture for Export Purpose

Respected Sir,

This is with reference to the above mentioned subject , /'we, X .4, holding valid
manufacturing Licence no ' are manufacturer exporter of pharmaceutical drug/formulations and doing regular export.

We have an export order from foreign buyer name and address under export order no for following items as per table given below.

So, we hereby request you to grant us permission/NOC to manufacture the following drug/formulations for export only

n
Name of | Brand Foreign Buyer Purchase Order | Quantity | Package
Drug Name No. and Date Size
NA

Regulatory
Status

1 TEST Test - O0l-May- - Approved New
(EP) - 2024 Drug
Signature _........
Dated : 02-May-2024 Name and Designation..........

Figure 19: Application for issue of NOC

» After checking all the details, the Applicant can move forward by clicking on Save
and Continue button present at the bottom of the page. A window pop up will
appear asking for the confirmation.

Are you sure?

Are you sure you want to proceed to checklist, as after this
you won't be able to modify form

Figure 20: Confirmation window

» After confirming by clicking OK on the above screen, the Applicant will move to
the checklist page as shown in the image below.
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Memu = Welcome Mr. Applicant (Corporate) # Home £ ChangePassword () Logout
D)

Central Drugs Standard Control Organisation

Directorate General Of Health Services
Ministry of Health & Family Welfare, Government of India

Upload Essential Documents Manufacture for Export Purpose

1.Cli
2A

'k on the checklist point to upload document against it. Only PDF documents with size not more than 50 MB are permitted.
cklist items are mandatory. In case of unavailability of document give proper justification regarding the unavailability of document and also upload supporting

checklist can be viewed/altered under the Saved Application link available on the Dashboard
to view Guidelines for PDF documents

Covering Letter on the Company's letter head duly signed and stamped by the authorized signatory
2. Copy of valid Export Order/Purchase Order/Performa invoice (received by the Formulation Manufacturer) -duly notarised (notmore than 6 months old)

3. Copy of Manufacturing Licence/Wholesale license held by the applicant firm along with neutral code permission as applicable

4 Copy of NOC in favour of FormulationManufacturer/Status of NOC applied to CDSCO
5. Requlatory Status of the applied drug/product in the Importing Country and registration details, if any

6. Proposed Label (prim

secondary pack) with QR code

7. Justification/Calculation regarding the quantity of API required as per Purchase Order/Performa invoicereceived from theFormulationManufacturer and Copy of the

Manufacturing licence of the FormulationManufacturer

8. Reconciliation details for the APIfor th

T

e quantities permitted earlier for Specific Quantity Export
9. Legal Undertaking (on non-judicial stamp paper and notarized) as per Annexure-] from the Manufacturer of AP[

10. Legal Undertaling (on non-judicial stamp paper and notarized) asper Annexure-T from the Manufacturer of Formulation

10. List of Export NOC details issued by SLA since 2018 in a tabular column along with permission/NOC copies

12. In case of Drugs covered under NDPS act, Applicant shall obtain NOC from Narcotic Commissioner of India, Central Bureau of Narcotics,

13. Upload Export NOC Form

4 Submit

ﬁéﬂi Designed, Developed and Maintained by C-DAC.

€onc

Figure 21: Upload document page

» After uploading all the documents, the Applicant clicks on Submit button. A file
number is generated as shown below.

Your Application has been submitted successfully.
Kindly note your fileno. - for future correspondence.

Figure 22: File Number Generated

1.2. Material Transfer (API Manufacture) with Bulk Drug as purpose of
Application

» When the Applicant selects Material Transfer (APl Manufacture) with Bulk
Drug as purpose of Application, screen looks like as shown below in the image.
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Menu = Welcome Mz Applicant (Corporate) # Home C Change Password © Logout

\ Central Drugs Standard Control Organisation

Bl

,,
i
\i

Export NOC
Purpose of Application v

Applied For Mate = Fr— =
Purpose of Application
Licence No. e

Premise Name Test Pharmacy Premise Address E

Issue Date ) ‘ Expiry Date

B save and Continue [l © Reset |

HeH Designed, Developed and Maintained by C-!
_

Figure 23: Material Transfer (API Manufacture) with Bulk Drug as purpose of Application

» After filling the details and clicking on Save and Continue, the Applicant will move
to Product Detail page.

» After filling all the details and clicking on Save button, the information will get
added in a new line and now the Applicant can move to the next section by
clicking the Next button.

Export NOC
Purpose of Application «#  Product Detail Drug Detail

NOC No.

Zone Name :

Applicant Name ©

Organisation Name :

Applicant Address :
Purchase Order No : test

Purchase Order Date : 05/01/2024

API Name : Select

Quantity E 7 Select b

= =

I e o e e X
( (e

test 05/01/2024

Figure 24: Product Detail
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» After clicking on the Next button, following page will appear.

Application for issue of NOC for Material Transfer (API Manufacture)

File No:

To

Central Drug Standards Control Organization, West Zone ,Office of Deputy Drugs Controller(India), 4th Floor, Zonal FDA Bhawan, GMSD Compound, Bellasis
RoadMumbai Central (India) - 400008

Sub: Request for NOC of Material Transfer (API Manufacture)

Respected Sir,

This is with reference to the above mentioned subject , I/we, holding valid
manufacturing Licence no are manufacturer of pharmaceutical finished formulation

So, we hereby request you to grant us permission/NOC for manufacturing of below mentioned bulk drug (API) and supply to Foreign Address for purpose of converting
the same into the formulation for export only under NOC No. NA/NOC-Export/2018/003112 issued by Central Drug Standards Control Organization, West Zone ,0Office of
Depu(y Drugs Controller(India), 4th Floor, Zonal FDA Bhawan GMSD Compound, Bellasis Road Mumbai Central (India) - 400008 to Formulation manufacture:

*. dated 07/05/2018 obtained from CDSCO.

Name of Drug Brand Foreign Buyer Order | Quantity | Package egulatory
Name No and Date Size Status

test - Ol-May-
2024

Signature

Dated : 02-May-2024 Name and Designation ..........

£ Download PDF # Edit Form Save and Continue

Figure 25: Application for NOC

» After checking all the details, the Applicant can move forward by clicking on Save
and Continue button present at the bottom of the page. A window pop up will
appear asking for the confirmation.

Are you sure?

Are you sure you want to proceed to checklist, as after this
you won't be able to modify form

Figure 26: Confirmation window

» After confirming by clicking OK on the above screen, the Applicant will move to
the checklist page as shown in the image below.
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Mem = ‘Welcome Mr. Applicant (Corporate) # Home & ChangePassword () Logout

Central Drugs Standard Control Organisation

Directorate General Of Health Services
Ministry of Health & Family Welfare, Government of India

Upload Essential Documents Material Transfer (API Manufacture)

Note:
1.Click on the checklist point te upload do it against it Only PDF documents with size not more than 50 MB are permitted.
2. All checklist items are mandatory. In case of unavailability of document give proper justification regarding the unavailability of document and also upload supporting
document.

3. Partially saved checklist can be viewed/altered under the Saved Application link available on the Dashboard
4. Click here to view Guidelines for PDF documents

1 Covering Letter on the Company's letter head duly signed and stamped by the authorized signatory

2. Capy of valid Export Order/Purchase Order/Performa invoice (rect Tom the FormulationManufacturer) -duly notarised (notmore than 6 months old)

3. Copy of Manufacturing Licence/Wheolesale license held by the applicant firm along with neutral code permission as applicable

4. Copy of NOC 1ssu CO Zonal office in the name of Formulation manufacturer.
5. Requlatory Status of the applied drug/product in the Importing Country and registration details, if any

6. Proposed Label ( primary & secondary pack) with OR code

7. Justification/Calculation regarding the quantity of API required as per Purchase Order/Performa invoicereceived from theFormulationManufacturer and Copy of the
Manufacturing licence of the FormulationManufacturer

8. Reconciliation details for the API for the quantities permitted earlier for Specific Quantity Export

9. Legal Undertaking (on non-judicial stamp paper and notarized) as per Annexure-1 from the Manufacturer of AP

10. Legal Undertaking (on non-judicial stamp paper and notarized) Annexure-TI from the Manufacturer of Formulation.
11. List of Export NOC details issued by SLA since 2018 in a tabular colummn along with permission/NOC copies

12. In case of Drugs covered under NDPS act, Applicant shall obtain NOC from Narcotic Commissioner of India, Central Bureau of Narcoti

13. Upload Export NGC Form

4 Submit

ﬁéﬂ; Designed, Developed and Maintained by CDAC.

€dAc

Figure 27: Upload document page

» After uploading all the documents, the Applicant clicks on Submit button. A file
number is generated as shown below.

Your Application has been submitted successfully.
Kindly note your fileno. - for future correspondence.

Figure 28: File Number Generated

1.3. Procuring Unapproved/ approved New Drug (Bulk) for R&D/
Formulation Development/ Manufacture of Exhibit Batches for data
of Extract Purpose with Bulk Drug as purpose of Application

» When the Applicant selects Procuring Unapproved/ approved New Drug (Bulk)
for R&D/ Formulation Development/ Manufacture of Exhibit Batches for data of
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Extract Purpose with Bulk Drug as purpose of Application, screen looks like as
shown below in the image.

Menu = Welcome Mr Applicant (Corporate) # Home C Change Password © Logout
‘i N \ Central Drugs Standard Control Organisation

-
b

\\—

Export NOC
Purpose of Application v
Applied For v
Purpose of Application Bulk v
Licence No. v
Premise Name Test Pharmacy Premise Address Block N
Issue Date -} 4 Expiry Date
& save and continoe [l O Reset |

G985
Designed, Developed and Maintained by C-DAC.
;I@m

Figure 29: Procuring Unapproved/ approved New Drug (Bulk) for R&D/ Formulation Development/
Manufacture of Exhibit Batches for data of Extract Purpose with Bulk Drug as purpose of Application

» After filling the details and clicking on Save and Continue, the Applicant will move
to Drug Detail page.

Welcome Mr. Applicant (Corporate) # Home & Change Password @ Logout

Export NOC
‘Drug Detail
Drug Details
G me of Drug:
Pharmacopeial Monograph: - pon
Class of Drug: Select -
Shelf Life: o Select -
Quantity Select -
==

Tﬁ%% Designed, Developed and Maintained by C-DAC.

Figure 30: Drug Detail
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» After filling all the details and clicking on Save button, the information will get
added in a new line and now the Applicant can move to the next section by
clicking the Next button.

Application for issue of NOC for Procuring Unapproved /approved New Drug (Bulk) for R&D / Formulation Development / Manufacture o‘
Exibit Batches for data of Export Purpose

File No-

To

Central Drug Standards Control Organization, West Zone ,Office of Deputy Drugs Controller(India), 4th Floor, Zonal FDA Bhawan, GMSD Compound, Bellasis
RoadMumbai Central (India) - 400008

Sub: Request for NOC of Procuring Unapproved /approved New Drug (Bulk) for R&D / Formulation Development / Manufacture of Exibit Batches for data of Export
Purpose

Respected Sir,

This is with reference to the above mentioned subject , I/we, __ _-_. holding valid

manufacturing Licence no are manufacture exporter of following formulanon for R&D/ Formulation Development/manufacture of exhibit batches for export

purpose only.

So, we hereby request you to grant us permission/NOC to manufacture the following formulations for for R&D/ Formulation Development/manufacture of exhibit
batches for export purpose only

Name of Drug Name of importing country/name of the | Regulatory Status
Name Slze consignee.

TEST (ManufacturerSpecification) NA Approved New
Drug

Signature
Dated : 02-May-2024 Name and Designation ..........

Figure 31: Application for License of NOC

» After checking all the details, the Applicant can move forward by clicking on Save
and Continue button present at the bottom of the page. A window pop up will
appear asking for the confirmation.

Are you sure?

Are you sure you want to proceed to checklist, as after this
you won't be able to modify form

Figure 32: Confirmation window
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» After confirming by clicking OK on the above screen, the Applicant will move to
the checklist page as shown in the image below.

Memu = Welcome Mr. Applicant (Corporate) # Home & ChangePassword ¢ Logout

Central Drugs Standard Contrel Organisation

Directorate General Of Health Services
Ministry of Health & Family Welfare, Government of India

Upload Essential Documents Procuring Unapproved /approved New Drug (Bulk) for R&D / Formulation Development /
Manufacture of Exibit Batches for data of Export Purpose

Note:
1. Click on the checklist point to upload documet
2. All chex items are mandatory. In c;

gainst it. Only PDF documents with size not more than 50 MB are permitted.
ibility of document give proper justification regarding the unavailability of document and also upload supporting

hecklist can be viewed/altered under the Saved Application link available on the Dashboard
view Guidelines for PDF documents

der/Performa invoice duly notarised (not more than 6 months old)

3. Copy of Manufacturing Licen: ale license held by the Applicant along with neutral code permission as applicable

4. Regulatory Status of the applied drug preduct in the importing country and registration details thereof

5.1FU & Proposed Label (As per Importing country e

6. Justification/Calculation regarding the quantity of Approve
Formulation.

rug /Banned drugs (API) from API Manufacturer to manufacture

7. Details of source of APl with details of API Manufacturer and Copy of relevant Manufacturing licence

8. List of Expe A since 2018 in a tabular column along with permission/NOC copies

9. Reconciliation details for the Formulations for the quantities permitted in the earlier NOC for Specific Quantity Export

10. Legal Undertaking (on nen-judicial stamp paper and notarized) in Annexure-II

11 Undertaking by the Manufacturer(Annexure-iii) on Companys Letter head

12. In case of Drugs covered under NDPS act, Applicant shall obtain NOC from Narcotic Commissioner of India Central Bureau of Narcotics, Gwalior

13. Upload Export NOC Form

4 Submit

Yﬁé—‘ﬁ Designed, Developed and Maintained by C-DAC.

€dAC

Figure 33: Document Checklist

» After uploading all the documents, the Applicant clicks on Submit button. A file
number is generated as shown below.

Your Application has been submitted successfully.
Kindly note your fileno. - for future correspondence.

Figure 34: File Number Generated

1.4. Manufacture for Export Purpose with Finished Formulation as
purpose of Application

» When the Applicant selects Manufacture for Export Purpose with Finished

Formulation as purpose of Application, screen looks like as shown below in the
image.
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Menu = Welcome Mz Applicant (Corporate) # Home C Change Password © Logout
i o \ Central Drugs Standard Control Organisation
WY
o
Export NOC
Purpose of Application v
Applied For Manufacture for Export P = e
Purpose of Application Finished F at v
Licence No v
Neutral Code Details (1f Test
Applicable)
Premise Name Test Pharmacy Premise Address Block No
Issue Date :16/07/2014 Expiry Date
In case of Unapproved Ves®N
Banned and New, AP! is
obtained from other
Manufacturer
& s andconte. [ © st |

WP Designed, Developed and Maintained by C-DAC
;

Figure 35: Manufacture for Export Purpose with Finished Formulation as purpose of Application

» After clicking on Save and Continue button, Purchase Order Detail page will
appear as shown below.

T Welcome Mr Applicant (Corporate) # Home & Change Password ® Logout
7« N\  Central Drugs Standard Control Organisation
..i - Directorate General Of Health Services
- aF sment of India
~'~._ e

Export NOC
Purchase Order Detail
Hot
Purch
"
Purchase =
1ssued by v
¢ oo = =3

Figure 36: Purchase Order Detail

» Once the Applicant enters the details like Purchase Order No., Purchase Order
date, he can then select the Issued by Buyer or Trader option form the list. This
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will open a Buyer or Trader Detail section, wherein the Applicant needs to enter
all the mandatory details.

Welcome M. Applicant (Corporate) # Home & Change Password © Logout

Export NOC

[=)

|

VD sesigned. Developed and Maintained by o

Figure 37: Buyer/ Trader details

» After entering all the Buyer/ trader details on this page, Applicant will save the
information and then the saved details will be visible in a new line as shown

below.

Welcome M. Applicant (Corporate) # Home & Change Password & Logout

1 Organisation

Export NOC

Purchase Order Detail

Purchase Order Details
Furchase Order No
Purchase Order Date =

Issued by Select -

B e

Figure 38: Buyer/ Trader details (continue)

» Now the Applicant can move to the next section by clicking on the Next button
present on this page. The following screen will appear.
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Welcome Mr. Applicant (Corporate) # Home < Change Password @ Logout

Export NOC

¢ e ) ek

Figure 39: Drug Detail

» After filling all the details, a new line is generated and the screen looks like this.

T Walcome My Applicant (Corporate) # Home & Change Password © Logout
N
Export NOC
Drug L
nished Formulatio n
ph <
ingredient Pharmacopeial Monograph Strength Unit
= = =3
[ s C | Y | e > B o £ S | S S|
+ TEST Anthelmintic Drug: w =

Figure 40: : Drug Detail (continued)

» Now the Applicant can move to the next section i.e. Quantity Detail by clicking
on the Next button present on this page. The following screen will appear.
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Menu = ‘Welcome Mr Applicant (Corporate) # Home ' Change Password © Logout

‘,“" i oY Central Drugs Standard Control Organisation

Directorate General Of Health Serv

\ =/ f India
e
Export NOC
Quantity Detail
Drug Name Purchase Order No
Destination Country
Quantity Pack Type Pack Size

He&F Designed, Developed and Maintained by C-DAC
;

Figure 41: Quantity Detail

» After entering and saving all the details on this page, the Applicant can move to
the next section by clicking on the Next button. The following screen will appear.

Menu = Welcome Mr. Applicant (Corporate) # Home & ChangePassword (& Logout
",

Central Drugs Standard Control Organisation

Directorate General Of Health Services
Ministry of Health & Family Welfate, Government of India

Export NOC
Quantity Detail
Quantity Detail
Drug Name Purchase Order No:
Select v Select
Destination Country ©
Quantity Pack Type Pack Size

Select

= o3 =3 ]

I T e e R e
+( ST 4 Test 44 G

TEST Bottle e Algeria

$H Designed, Developed and Maintained by C-DAC.

c€dAC

Figure 42: Quantity Detail (continued)

» The Application is now complete and the Applicant will get a File No. The
Applicant can Download PDF or edit the form.
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Application for issue of NOC for Manufacture for Export Purpose

File No:
To

Central Drug Standards Control Organization, West Zone ,Office of Deputy Drugs Controller(India), 4th Floor, Zonal FDA Bhawan, GMSD Compound, Bellasis
RoadMumbai Central (India) - 400008

Sub: Request for NOC of Manufacture for Export Purpose

Respected Sir,
This is with reference to the above mentioned subject , I/we, holding valid
manufacturing Licence r~ are manufacturer exporter of pharmaceutical drug/formulations and doing regular export

We have an export order from foreign buyer name and address under export order no for following items as per table given below.

So, we hereby request you to grant us permission/NOC to manufacture the following drug/formulations for export only

Name of Drug Brand Foreign Buyer Purchase Quantity | Package | Name 1 i Regulatory
Name Order No. and Size Status
Date ! =

n

Test - 01-May- Approved
2024 New Drug

Signature ...

Dated : 02-May-2024 Name and Designation ..........

& Download PDF # Edit Form Save and Continue

Figure 43: Application for NOC

» After checking all the details, the Applicant can move forward by clicking on Save
and Continue button present at the bottom of the page. A window pop up will
appear asking for the confirmation.

Are you sure?

Are you sure you want to proceed to checklist, as after this
you won't be able to modify form

Figure 44: Confirmation window

» After confirming by clicking OK on the above screen, the Applicant will move to
the checklist page as shown in the image below.
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Memu = Welcome Mr. Applicant (Corporate) # Home & Change Password & Logout

D) .
& Y Central Drugs Standard Control Organisation

§ ...m.m ¥ Directorate General Of Health Services

\ =, f Ministry of Health & Family Welfare, Government of India
o

o o

Upload Essential Documents Manufacture for Export Purpose

against it Only PDF documents with size not more than 50 MB are permitted
vailability of document give proper justification regarding the unavailability of document and also upload supporting

wed checklist can be viewed/altered under the Saved Application link available on the Dashboard
view Guidelines for PDF documents

1. Covering Letter on the company’s letter head duly signed and stamped by the authorized signatory

2. Copy of valid Export Order/Pur rder/Performa invoice duly notarised (not more than 6 months old)

3. Copy of Manufacturing Licence /Wholesale license held by the Applicant along with neutral code permission as applicable
4. Requlatory Status of the applied drug product in the importing country and registration details thereof
5.IFU & Proposed Label (As per Imperting country requirements)

6. Justification;Calculation regarding the quantity of Approved New Drug/Unapproved New drug /Banned drugs (API) from API Manufacturer to manufacture
Formulation.

7. Details of source of API with details of AP Manufacturer and Copy of relevant Manufacturing licence.

8. List of Expo details issued by SLA since 2018 in a tabular column along with permission/NOC copies
9. Reconciliation details for the Formulations for the quantities permitted in the earlier NOC for Specific Quantity Export

king (on non-judicial stamp paper and notarized) in Annexure-IT

11. Undertaking by anufacturer(Annexure-iii) on Companys Letter head

from Narcotic Commissioner of India, Central Bureau of Narcotics, Gwalior

12. In case of Drugs covered under NDPS act, Applicant shall obtain }

13. Upload Export NOC Form

4 Submit

ﬁéiﬁ Designed, Developed and Maintained by C-DAC.

€dAC

Figure 45: Document Checklist

» After uploading all the documents, the Applicant clicks on Submit button. A file
number is generated as shown below.

Your Application has been submitted successfully.
Kindly note your fileno. - for future correspondence.

Figure 46: File Number Generated

1.5. Procuring Unapproved/ approved New Drug (Bulk) for R&D/
Formulation Development/ Manufacture of Exhibit Batches for data
of Extract Purpose with Finished Formulation as purpose of
Application

» When the Applicant selects Procuring Unapproved/ approved New Drug (Bulk)
for R&D/ Formulation Development/ Manufacture of Exhibit Batches for data of
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Extract Purpose with Finished Formulation as purpose of Application, screen
looks like as shown below in the image.

Menu = Welcome Mz Applicant (Corporate) # Home T Change Password © Logout
o ontrol Organisation

Export NOC

Applied For

Purpose of Application Finished F at b4

1 &® =
;I = ———

Figure 47: Procuring Unapproved/ approved New Drug (Bulk) for R&D/ Formulation Development/
Manufacture of Exhibit Batches for data of Extract Purpose with Finished Formulation as purpose of
Application

» After clicking on Save and Continue button, Purchase Order Detail page will
appear as shown below.

Export NOC

Drug Detaul

Gt

[ e | (e IS e ]

Figure 48: Drug Detail
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» After entering and saving all the details on this page, the Applicant can move to
the next section by clicking on the Next button.

» The Application is now complete and the Applicant will get a File No. The
Applicant can Download PDF or edit the form.

Application for issue of NOC for Procuring Unapproved /approved New Drug (Bulk) for R&D / Formulation Development / Manufacture of
Exibit Batches for data of Export Purpose

File No:
To

Central Drug ds Control Or i i West Zone ,Office of Deputy Drugs Controller(India), 4th Floor, Zonal FDA Bhawan, GMSD Compound, Bellasis
RoadMumbai Central (India) - 400008

Sub: Request for NOC of Procuring Unapproved /approved New Drug (Bulk) for R&D / Formulation Development / Manufacture of Exibit Batches for data of Export
Purpose

Respected Sir,

This is with reference to the above mentioned subject , I/we, g holding valid
manufacturing Licence no are manufacture exporter of following formulation for R&D/ Formulation Development/manufacture of exhibit batches for export
purpose only.

So, we hereby request you to grant us permission/NOC to manufacture the following formulations for for R&D/ Formulation Development/manufacture of exhibit
batches for export purpose only

n
Name of Drug Brand Quantity | Package Name of importing country/name of the | Regulatory
Name Size consignee. Status
1 test S 3 -

test UnApproved
Drug

Signature
Dated : 02-May-2024 Name and Designation ........ 5

Figure 49: Application for NOC

» After checking all the details, the Applicant can move forward by clicking on Save
and Continue button present at the bottom of the page. A window pop up will
appear asking for the confirmation.

Are you sure?

Are you sure you want to proceed to checklist, as after this
you won't be able to modify form

Figure 50: Confirmation window

» After confirming by clicking OK on the above screen, the Applicant will move to
the checklist page as shown in the image below.




L7 4
SUGA
@% Online Form Submission: NOC (Zone)- Export NOC

Menu = Welcome Mr. Applicant (Corporate) # Home & ChangePassword & Logout

Central Drugs Standard Control Organisation

Directorate General Of Health Services
Ministry of Health & Family Welfare, Government of India

Upload Essential Documents Procuring Unapproved /approved New Drug (Bulk) for R&D / Formulation Development /
Manufacture of Exibit Batches for data of Export Purpose

ainst it Only PDF documents with size not more than 50 MB are permitted.
he unavailability of document and also upload supporting

lick on the checklist point to upload documen
f unavailability of document give proper justification regarding

hecklist items are mandatory In c

t can be viewed/altered under the Saved cation link available on the Dashboard

iew Guidelines for PDF documents

1. Covering Letter on the compa d duly signed and stamped by the a

2.Copy o rder/Performa invoice duly notarised (not more than 6 months

d Export Order/Purcha

nufacturing Licence /Wholesale license held by the Applicant along with neutral code permission as applicable.

3.Copy of M

tration details thereof

4. Requlatory Status of the applied drug product in the importing country and 1

5.IFU & Proposed Label (As per Importing countr uirements)

/Banned drugs (API) from AFI Manufacturer to manufacture

6. Justification/Calculation regarding the quantity of
Formulation.

7. Details of source of API with details of AP Manufact and Copy of relevant Manufacturing licence.

& 2018 in a tabular column along

8. List of Export tails issued by SLA vith permission/NOC copies

9. Rec

ion details for the Formulations for the quantities permitted in the earlier NOC for Spr

10. Legal Undertaking (on non-judicial stamp paper and notarized) in Annesxure-II

11. Undertaking by the Manufac’ nexure-iii) on Companys Letter head

from Narcotic Commissioner of India, Central Bureau of Narcotic

12. In case of Drugs covered under NDPS act, Applicant shall obtain N

13. Upload Export NOC Form

4 Submit

Designed, Developed and Maintained by C-DAC.

Figure 51: Document Checklist

» After uploading all the documents, the Applicant clicks on Submit button. A file
number is generated as shown below.

Your Application has been submitted successfully.
Kindly note your fileno. - for future correspondence.

Figure 52: File Number Generated

2 oo L=
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