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CERTIFICATE OF A PHARMACEUTICAL PRODUCT

This certificate conforms to the format recommended by the World Health Organisation
(General instructions and explanatory notes attached)

File No: RJ/COPP/2026/00218 Certificate No: COPP2026RJ000259  Site Id: RJ0000180
Issue Date: 09-Jun-2026 Valid Upto: 04-Mar-2029 Endorsement Id: 17239
No. of Certificate : COPP2026RJ000259

Exporting(certifying) Country : India

Importing(requesting) Country : As per Annexure (b)

1. Name and dosage form of Methocarbamol USP ( Bulk Drug/API') ( Prod No.

product : 10120250811009)

Active Ingredient(s)
Active Ingredient Name Composition

Methocarbamol ;

Active : Methocarbamol U.S.P. NIL :

Section 1

1.2 Is this product licensed to be placed on the market for use in the exporting country? : Yes
1.3 Is this product actually on the market in the exporting country? : Yes

Section 2
2.A.1 Manufacturing License No. and date of issue :

Ondls Lic No./(Old Lic No.) Issue Date
MLF252025RJ000013 ( RAJ-2622) 25-Jun-2018

2.A.2 Product-license holder (Name and address) : LOKHITH HEALTHCARE PVT.LTD Plot No 13
bhimpura industrial area Jhalawar Road kota, Kota, District-Kota, State-Rajasthan, India -325003

2.A.3 Status of product license holder: (a) Manufacturer the dosage forms

2.A.3.1 For categories B and C the name and address of the manufacturer producing the dosage form
are : NA

2.A.4 Is an approved technical summary appended? : Yes

2.A.5Is an attached product information complete and consonant with the license? : Yes

3. Does the certifying authority arrange for periodic inspection of the manufacturing plant in which
the dosage form is produced? : Yes

3.1 Periodicity of routine inspections(years): Once a Year

3.2 Has the manufacture of this type of dosage form been inspected? : Yes

3.3 Do the facilities and operations conform to GMP as recommended by World Health Organization?
- Yes

4. Does the information submitted by the applicant satisfy the certifying authority on all aspects of
the manufacture of the product? : Yes

Date: 09-Jun-2026 Licensing Authority
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General Instruction

Please refer to the guidelines for full instruction on how to complete this form and information on the implementation
of the scheme.The forms are suitable for generation by computer. They should always be submitted as hard copy,
with responses printed in type rather than hand written.Additional sheets should be appended, as necessary, to
accommodate remarks and explanations .

EXPLANATORY NOTES :

1. This certificate, which is in the format recommended by WHO, establishes the status of the pharmaceutical product
and of the applicant for the certificate in the exporting country .1t is for a single product only since manufacturing
arrangements and approved information for different dosage forms and different strengths can vary.

2.Use, whenever possible, International Nonproprietary Names (INNS) or national nonproprietary names.

3.The formula (complete composition) of the dosage form should be given on the certificate or be appended.

4. Details of quantitative composition are preferred, but their provision is subject to the agreement of the product-
Licence holder.

5. When applicable, append details of any restriction applied to the sale, distribution, or administration of the product
that is specified in the product Licence.

6. Sections 2A and 2B are mutually exclusive.

7. Indicate, when applicable, if the Licence is provisional, or the product has not yet been approved.

8.Specify whether the person responsible for placing the product on the market

(a) manufactures the dosages form

(b) packages and / or labels a dosage form manufactured by an independent company : or

(c) is involved in none of the above

9. This information can be provided only with the consent of the product - Licence holder or, in the case of non-
registered products, the applicant . Non-completion of this section indicates that the party concerned has not agreed
to inclusion of this information.It should be noted that information concerning the site of production is part of the
product Licence. If the production site is changed the Licence must be updated or it will cease to be valid

10. This refers to the document, prepared by some national regulatory authorities, that summarizes the on which the
product has been licensed

11. This refers to product information approved by the competent national regulatory authority, such as a summary of
product characteristics (SPC).

12. In this circumstance, permission for issuing the certificate is required from the product Licence holder. This
permission must be provided to the authority by the applicant

13. Please indicate the reason that the applicant has provided for not requesting registration:

(a) the product has been developed exclusively for the treatment of conditions — particularly tropical diseases — not
endemic in the country of export

(b) the product has been reformulated with a view to improving its stability under tropical conditions:

(c) the product has been reformulated to exclude excipients not approved for use in pharmaceutical products in the
country of import:

(d) the product has been reformulated to meet a different maximum dosage limit for an active ingredient

(e) any other reason, please specify.

14. Not applicable means that the manufacture is taking place in a country other than that issuing the product
certificate and Inspection is conducted under the aegis of the country of manufacture.

15. The requirements for good practices in the manufacture and quality control of drugs referred to the certificate are
those included in the thirty- second report of the Expert Committee on specifications for Pharmaceutical Preparations
(WHO Technical Report Series, N0.823 , 1992 , Annex 1) Recommendations specifically applicable to biological
products have been formulated by the WHO Expert Committee on Biological Standardization (WHO Technical Report
Series , No . 822, 1992, Annex 1)

16. The Section is to be completed when the product - licence holder or applicant conforms to status (b) or (c) as
described in note 8 above. It is of particular importance when foreign contractors are involved in the manufacture of
the product . In these circumstances the applicant should supply the certifying authority with information to identify
the contracting parties responsible for each stage of manufacture of the finished dosage form and the extent and
nature of any controls exercised over each of these parties

The layout for this Model Certificate is available on diskette in Word Perfect from the Division of Drug Management
and Policies. World Health Organization, 1211 Geneva 27, Switzerland
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COPP2026RJ000259
LOKHITH HEALTHCARE PVT.LTD

No. of Certificate :
Name of the Product License Holder :

Address of Manufacturer : Plot No 13 Bhimpura Industrial Area Jhalawar Road Kota, Kota,

District-Kota, State-Rajasthan, India -325003

Annexure (b)
List of Countries For Export

nanisa Albania Algeria American Andorra Angola Anguilla
n Samoa
Antigua
and Argentina Armenia Aruba Australia Austria Azerbaijan
Barbuda
Bahamas Bahrain Bangladesh | Barbados Belarus Belgium Belize
Benin Bermuda Bhutan Bolivia Bghia . Botswana Bouvet
Herzegovina Island
Brazil Brunei Bulgaria E:Srléma Burundi Cambodia [ Cameroon
Cavman Central
Canada Cape Verde y African Chad Chile China
Islands ;
Republic
Cocos N L,
Christmas . < Democratic Congo, Cook
(Keeling) Colombia Comoros v .
Island Republic of Republic of |Islands
Islands i
the (Zaire)
; . Czech - .
Costa Rica | Croatia Cuba Cyprus . Denmark Djibouti
Republic
- Dominican Equatorial .
Dominica Republic Ecuador Egypt El Salvador Guinea Eritrea
Estonia Ethiopia Falkland el Fiji Finland France
Islands Islands
Fre_nch Gabon Gambia Georgia Germany Ghana Gibraltar
Guiana
Greece Greenland Grenada MLl Guam (USA) | Guatemala | Guinea
e (French)
G_umea Guyana Haiti Holy See Honduras Hong Kong | Hungary
Bissau
Iceland India Indonesia Iran Iraq Ireland Israel
Ivory Coast
Italy (Cote Jamaica Japan Jordan rl\<azakhsta Kenya
D lvoire)
Kiribati Kuwait Kyrgyzstan Laos Latvia Lebanon Lesotho
Liberia Libya klechtenstel Lithuania Luxembourg | Macau Macedonia
e Malawi Malaysia Maldives Mali Malta N
- Islands
LTS P Mauritania Mauritius Mayotte Mexico Micronesia | Moldova
(French)
Monaco Mongolia Montenegro | Montserrat | Morocco llj/(laozamb|q Myanmar
New
Namibia Nauru Nepal NetueiEil Ne'gherlands Caledonia Ned
S Antilles Zealand
(French)
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Northern
Nicaragua Niger Nigeria Niue DIl Merin Mariana
Island Korea
Islands
Norway Oman Pakistan Palau Panama Papua S Paraguay
Guinea
— Pitcairn Polynesia :
Peru Philippines Island Poland (French) Portugal Puerto Rico
Qatar Reunion Romania Russia Rwanda Sl Sl K't.ts
Helena and Nevis
. . Saint Sao Tome .
Saint Lucia Saint I_Dlerre Vincentand | Samoa San Marino  |and Sau@
and Miquelon . S Arabia
Grenadines Principe
Senegal Serbia Seychelles I?;)rrzz Singapore Slovakia Slovenia
South
Solomon Gedjgia
Somalia South Africa |and South South Korea | Spain Sri Lanka
Islands .
Sandwich
Islands
Svalbard
Sudan Suriname GG Swaziland Sweden Switzegel Syria
Mayen d
Islands
Taiwan Tajikistan Tanzania Thailand Tlmor-ITeste Togo Tokelau
(East Timor)
Trinidad and . Turkmenista Tu_rks g
Tonga Tunisia Turkey Caicos Tuvalu
Tobago n
Islands
. United Arab | United United .
Uganda Ukraine Emirates Kingdom States Uruguay Uzbekistan
Virain Wallis and
Vanuatu Venezuela Vietham 9 Futuna Yemen Zambia
Islands
Islands
Zimbabwe
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