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Click here and select Click here and

Application Type select Form Name
Application Draft Initial Page

Application Type* Form Mame*

Issue of Certificate Select Form

| Select Application Type Select Form

(Drug) Manufacturing License WHO-GMP

Certificate of Pharmaceutical Product{COPP)
Free Sale Certificate(FSC)

Performance Cerificate

Meutral Code
Market Standing Certificate
MNote:- You can apply for fresh application here ONLY.

1. In case you want to retain old license then kindly submit your old license data through old license management tile to state FDA for data verification.
2. After old license data verified by FDA you may file for retention/renewal or endorsement or post approval.
3. No details will be changed or updated after successful submission of the application or old license data.




Firm Detail Confirmation

[ |

| Applicant Firm Details|

Firm Mame :- Anphar Organics Private Limited Firm Constitution :- Private Limited

Firm Address :- Sideo Epip Kartholi Bari Brahmana Jammu, Jammu, District-Jammu, State-Jammu And Kashmir, India -181133

Site Type :- Own Site Site Id :- JKO000553

Authorized Person

Select

Save Details




Application for COPP e

Application for Certificate of Pharmaceutical Product (COPP)

Select From Below to Proceed with COPP application®

select

\

select
New Products For Which Inspection is Required
Old Products For Which Inspection is Not Required

Click here and select option as required

v

Products in which inspection was not

during the WHO-GMP inspection.
Products inspected during th
inspection but not applied for CoPP.




Application for COPP b5

Application for Certificate of Pharmaceutical Product (COPP)

( Additional Products For Which COPP is Required )

Select Licence™ Select Product*

MLF25202 Gamma benzene hexachloride+Cetrimide In House Specification, 1.01% w,

Select Brand

Select Country *

| x Afghanistan || x Albania || x American Samoa || x Angola |




Application for Certificate of Pharmaceutical Product (COPP)

( Additional Products For Which COPP is Required )
Select Licence® Select Product®

select select

Select Brand Select Country *

select g Add Brand

drand Will Reflect After Successfully Uploading of Form-51

Click here for add Brand Name




Product Brand Detail

Product numbear :- 10120240400056

Product Name :- Clotrimazole -1.0% w/w LP.

OMDLS Licence Number :- MLF252024JK000005

[ Product Basic Details ]
Product Type :- Single Ingredient

Dosage Mame :- Powder

Oid Licence Number ;- JK/01/07-08/131

Brand Farm 51

Brand Mame*

entries

Brand Name

Brand Detail

Brand Detail

Mo data available in table

Generate Form 51

upload Form

Previous




Product number - 101202404 000546

Product Mame - Clotrimazole -1.0% w/w LLP.

ONDLS Licence Number :- MLF252024JK000005

[ Product Basic netails]
Product Type - Single Ingredient

Dosage Hame - Powder

Oid Licence Number :- JK/01/07-08,/131

Brand Form 51

Brand Name®

10 = entries

Brand Mame

Test

Aftar genaerated Form 51 Selected Brand cannot Delets or Select

Select your Brand
and Click here to
Generate Form 51

Geanerate Forrmm 51 Downiocad Form 51

Sawve Brand Detail

Brand Detail

Tast

Click here to == —
Download Form 51

After download Form,
Signed and sealed on it and

< upload Form from here




Upload From 51

Upload Cover Letter

[ [ Browse...| No file selected. Click here to upload

signed form 51 and Submit

Submit

—_—




Application for Certificate of Pharmaceutical Product (COPP)

( Additional Products For Which COPP is Required )

Select Licence® Select Product®

MLF252024JK000005 Gamma benzene hexachloride+Cetrimide In House Specification, 1.01% w,y

Select Brand Select Country * \
Selact a Add Brand ‘ \

. Select \
| DEMO( brand ) After added Brand, Brand Name is
showing against Selected Product




Application for Certificate of Pharmaceutical Product (COPP)

[ Additional Products For Which COPP is Required )

Select Licence® Select Product®

select select

Select Brand

select g Add Brand

Brand Will Refiect After Successfully Uploading of Farm-51

Select Country *

- entries

Licence Number ! Product Details T4 Country Name

MLF2520243K000005 Gamma benzene hexachloride+Cetrimide-1.P. 1.0% w/v, LP. Angola, American
0.1% w/v(Lotion) Samoa Albania Afghanistan

Showing 1to 1 of 1entries Previous Next

Confirm and Pr




Checklist for WHO-GMP e

Checklist Document Validation and Upload Page

Shioww 10 antres

— Seanch:
Dovcunmervk
Upload
S HMHo Tl ChecklList Hhem Tl Status 1
4 = Application with coverng letter on company’s lsetber hiead duly signed and stamped by Authonzed signabory imdicating the name L
and designation of the authorized signatory along with the mame and address of the firrm
=2 * Site Master file (as speciied under WHO TRS 941) including Manufacturing lEycout Schematc diagram of wabter system specifyinm (>}
cirnculation loop ard MOC Schematic diagram of HWAC system specifying terminal filter configuration List of eguipmart and
I strarmeant, List of major changes after last imspection
3 = Liet of major changes after last inspection )
- THRE =y Pl e =] = Rad® 15 = P L= = <)
“a Section applied for COFPP 8s par WHO Certiication Schaems LD
5 * List of Producis aspplied for issusnce of Caertificate of Phamaceutical Product ()
L= * Copy of Product permission for prodoucH s} applied for TORPP {;-:_‘J
T = List of Mot of Standard Dualioy [ HNESO) sample declared by State or Central Dmuags Testing Laboratonry =)
B * Export Data of last 3 y=ars in case of revalidation E}
L= = Agpplication Form For Certificatse of Pharmmaceutical Product @
i * Marme of the Dug Substances: (1M, Chamical Msme, Compary Code, CAS) Chemics] Stracture, Modecular formuls, Molecular L=}

‘weight{ For Bulk Cinag)

1 o B Prewiows - 2

]
Z
1]
®
.+




Upload Checklist

Note: Please write NA, in case you do not have any remarks to enter.

Application with covering letter on company?s letter head duly signed and Remarks:*
stamped by Authorized signatory indicating the name and designation of
the authorized signatory along with the name and address of the firm Enter Remarks

No file selected. \

Click here, Upload the
Related document, also put

, your remarks and Submit
Submit Cancel




Checklist for WHO-GMP e

20 * Analytical Method Validation / Verification Protocol of the each applied product @
21 * Analytical Method Validation / Verification Report of the each applied product @
22 * List of Reference/ working/ primary standards or materials @
23 * Stability study data report as per requirements mentioning batch size. (should be presented in tabular form with details of Batch @

Mo, Batch size, Date of Manufacturing, Date of initiation, Packaging details) Accelerated (& months, Real Time ( 12 months), Forced
degradation/stress studies (if applicable), Post approval Stability Protocol and Stability Commitment as per WHO TRS 1010 Annex

10
24 * List of the major changes after last inspection conducted @
25 * Proposed storage statement and shelf-life @
268 * Product summary Sheet @

1t0 25 Previous - Mext

After uploading all required
Documents Click here to Proceed




Payment Challan upload

COAC

Payment Details

Purpose®
=
Challan Details
Challan Mo.* Challan Date.*
1234 | ‘ 08/07/2025

Application Fea*

Inspection Fee® Any Other Fee

Total Amount of Uploaded Challans™

500

| [

1000

Bank Name*

Branch Code *

Challan of Fees Paid To Be Upload™*

ABC

| I 123

| Browse... | Affidavit.pdf

Save & Proceed

' Upload Challan Details and click
on Here for Save & Proceed




Application Preview

[ Corporate & Site Details}

ANPHAR ORGANICS PRIVATE LIMITED Firm Address : SIDCO ERPIP KARTHOLI BARI
BRAHMAMNA JAMMLU, JAMML,
DISTRICT-JAMMU, STATE-JAMMU
AND KASHMIR, INDEA 181133

CINS/PAN No : AAECAS4836G Contact Mo : 1R23220064

Firm Address Proof: Firm Address Proof View Document
Documeant :

0w SITE JKDOO0553

1R23-220113

[ Director n-.-tails]

HName Designation Ermnail Id PAN NO Joining Date

SHAILENDER GUPTA DIRECTOR SHAILENDER@ANPHARDRG.IN AKAPGTFR&P 1032005

K MAGAPPAN DIRECTOR DRMAGAPPANEZEYAHOD.COM AABPHNOZ0Z0 o7/08,/ 2014

K BALAKUMAR DIRECTOR VIgaAY.BALAKUMARESTERIL-GENE.COM AACPBRZIE8N ov/08/2014

S MANOHAR DIRECTOR DRSS MANOHAREHOTMAIL COM AATPMBTZ20C ov/oB/ 2014




Application Preview 21452

[ |

- | Authorised Person I:Ietailsj ~
Mamme Designation Email Mobile Ho
Mr. Sandeep Mugutrao Jagtap Plant Head Q52205244585
. -
- [ Payment Details} 1
Bank Name :— ABC Armount - 1000
Challan Date :- 2025-07-08 00:00:00.0
e -
[ Il WHO-Dosage Details] ]
; | WHO-Associated Product Details | -
Shiow 10 & entries Search:
Licence Number T4 Product Details Brand Mamea T4 Country Mame Tl
MLF252024 3000005 Clotrimazole -1.P. 1.0% w/w{Powder) Tast MA
Showing 1 to 1 of 1 entries Provious Mext
e

« Click here for Final Submission




ur Application has been submitted successfully. Kindly note your
file no. JK/WHOGMP/2025/00002 for future correspondence

After Final Submission, You have received an Application Number




Submitted Application Status e

Submitted Application

Show 10 = entries Search:
State CDSCO
FDA HQ
File No. Tl Form Name Applicant Address Status 1| Status 1| Action
© oJk/cop

@ Jk/ WHO-GMP anphar organics private limited SIDCO EPIP Kartholi bari brahmana Submitted Submitted —
WHOGMP/2025/00002{0 jammu, jammu, (India) - 181133 80 v
Generate Form
Showing 1 to 2 of 2 entries t
withdraw Application ¥
- —

View Post Submission Change Request

Apply Endoresment

Post Submission Change Regquest

Ve
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