
GOVERNMENT OF HIMACHAL PRADESH 

STATE DRUGS CONTROLLER, 
licensing Authority -cum- Controlling Authority, 


BADDI, DISTRICT: SOLAN (H.P. ) 

CERTIFICATE OF PHARMACEUTICAL PRODUCTS 1 


No. of Certificate : HFW-H[Drugs]231/05 (Vol- XII)/21-182 Exporting (certifying) Country : INDIA 
Val id up to: 13/04/2024 Importing (requesti ng ) Country : Mentioned Overleaf 

1 Proprietary Name (If applicable) and Dosage form of Product : NEOBEN 50 mg/5 ml 
Vinorelbine Solution for Injection (50 mg/ml) 

1.1 Active Ingredient(s)2 and Amburit'(s) per unit dose3 1 ml of solution contahls:­
Vinorelbine Tartrate 
Equivalent to vinorelbioe ... .. .. ..l0 mg 
Excipients : Tartal'ic acid, Water for Injection 

(For com plete qual itati ve composition i'neluding excipiehts are not attached 4) 
1.2 	 Is th is product licensed to be plclCed 0n the market for use in t he exporting country? 

Yes I:8J No D Not applicable 0 
1.3 Is th is product n.atu rally on. the m~rket in t~e exporting c~untry? . yes [8l No 0 Unkn?wn ~ 
(If the answer to 1.3 IS Yes, continue with question 2.A and omit questi on 2.B) (If the answer to 1.3 IS No, omit section 2.A 
and continue with section 2.B)6 
2 .A 

I. 	 Product license1 and Date of issue: 
MB/05/204, 15-10-2020 

2. 	 Product-li cense holder: (Name & Address) 
M Is. Venus Remedies Limited, 

Hi ll Top i ndustrial Estate, J hal'lnajri, EPIP 

Phase-J (Extn), Dhatoli Kailln, Daddi, Distt. 

SOI IlIl , Himachal ]>radcsh,173205, Jnuill 


3. 	 Status of app licant: albi c (key in app ropri ate 
categ~s defined in note 8) 
a L2SJ b 0 cog 

4. 	 Is an approved technical summary 
appended?lO 
Yes 0 No C8J N.ot Provided 0 

5. 	 Is the attach ed, offic ially approved 
product information complete and 
consona nt with t he license?ll 
Yes 0 No 0 Not provided ~ 

6. 	 Applica nt for certificate, 
if di fferent from the License holder 
(Name & Address)12 : Not Appl icable 

2.B 

1. 	 Appl ica nt for Certificate : 

(Name & Address) 

2. 	 Status of Applicant: albic (key in 
appropriate category as define in note 8) 

aD 	 cD 
3. 	 Why is authorizat ion lacking? 

Not Required 

Not Requested 

Under Consideration 

Refused 

o 
o 
0 
0 

4. Remarks:B 

3. Does the cert ify ing authority arrange for periodic inspection of manufacturing plant in which the dosage 
form is produced?14 Yes 181 No 0 Not Applicable 0 (if No or Not Applicable, Proceed to Question 4 ) 
3.1 Periodicity of routine inspection : ONCE IN A YEAR 
3.2 Has the manufacturer of this type of dosage form been inspect Yes IZI No 0 
3.3 	 Do the fac il ities and operations conforms to GMP as recommended By the World Health Organization?lS 

Yes / No/ Not applicable 14 Yes f5<l NO [=:J Not Applicable c:J 
4. 	 Does the information submitted by the applicant satisfy the certifyi ng AutfiOi=rty on all aspects of the manufacturer 

of the product?16 Yes IZI No 0 If no, Explain . 



t~ 
IMPORTING (Requesting) COUNTRY: Congo, Costa Rica, C'ote d'holree flodtla, Cuba, Cyprus, Czech Republic, 
Democratic People's Republic of Korea, Democratic Republic of the Denmark, Dom in ica, Domin ica 
Rep ublic Ecuador, Egypt, EI Salvador, Equatorial Guinea , Estonla,Ethiopla Finland, France, Gabon, Gambia, 
Georgia, Liberia, Libyan Arab Jamahiriya, Liechtenstein, Lithuania, Luxembourg, Madagascar, Malawi, 
Malaysia, Mall, Malta, Mauritania , Mauritius, Mexico, Monaco, Mongolia, Morocco, Mozambique, Namibia, 
Nepal, Netherla nds, New Zealand, Nicaragua, Niger, Nigeria, Norway, Oman, Sy rian Arab Republic, 
Tajikistan, T he former Yugo'slav, Republic of r:1acedonia, Togo, Tonga, Trin idad and Tobago, TUnisia, Turkey, 
Turkmenistan , Uganda, Ukraine, United Arab Emlrate's, United Kingdom, Unit -ed Republic of Tanzania, 
United States of America, Uruguay, Uzbekistan, Venezuela, Vietnam, Yugos lavia, Zambia, Zimbabwe 
A lbania, Algeria, Antigua and Barbuda, Argentina, ArmeiJIa, Austr ia, Australia, Azerbaijan, Bahamas, 
Bahrain, Bang la-desh, Barba'dos, Belarus, Belg ium, Belize, Benin, Bhutan, Bolivia, Bosnia and 
Herzegovina, Botswana, Brazil, Bulgaria, Burk ina Faso, Burundi, Cambodia, Cameroon, Canada, Central 
African Republic, Chad, Chile, China, Colombia, Germany, Ghana, Greece, Grenada, Guatemala, Guinea 
Bissau, 	Guinea, Guyana, HaIti, Holy See, Honduras, Hungary, Iceland, Indone'Sla, Iran (Is lami c Republic 
of), Iraq, Irelan d, Israel, Italy, jamaica, japan, jordan, Kazakhstan, Keny a, Kyrgyzstan, Lao People 's 
Democratic, Latvia, Lebanon, Leso tho, Panama, Papua New Guinea, Paraguay, Peru, Philippines, Poland, 
Portugal, Qatar, Republic of Korea, Republic of Moldova, Romania, Russian Federation, Rwanda, Saint 
Kitts and NevIs, Saint Lucia, Saint VIncent & the Grenadines, San Marino, Sao Tome and Principe, 
Senegal, Sierra Leone, Singapore, Slovakia, Slovenia, South Africa, Spain, Sri Lanka, Sudan, Suriname, 
SwazI/and, Sweden, Switzerland, Yemen. 

GENERAL INSTRUCTION: Please re fer to the guideli nes for full instructions how to complete with form and 
information on the implementation of the scheme. The forms are suitable for generation by computers. They should 
alwa ys be submitted as hard copy with respon ses printed in type rather than handwritten add itional sheets should be 
appended, as necessary, to accommodate remarks and explanations. 

ExpLANATORY NOTES 
1. 	 This cert ifica te, which is in the format rec ommended by WHO, estab li shes the status of the pharmaceutica l product 

and of the applicant for the cert ificate in the exporting country, it is for a single product only since manu facturi ng 
arrangements and approved information for differen t dosage forms and different strengths can vary. 

2. 	 Use whenever possible International Non-proprietary Names (INN's) or National Non-proprieta ry Names . 
3. 	 The formula (complete composition) of the dosage form should be given on the cert ificate to be appended. 
4. 	 Details of quantitative composition are preferred, but their provision is subject to the agreement of the product­

license holder. 
5. 	 When applicabl e append deta ils of any restriction applied to the sale, distribution, or admin istra t ion of the product 

that is speci fied in the product license. 
6. 	 Section 2.A and 2.8 are mutua lly exclus ive. 
7. 	 Indicate, when applica tion, if the license is provisional, or the product has not been approved. 
8, 	 Specify whether the person responsib le for placing the product on the market: 


a) manufactures the finished dosage form; 

b) packages and/ or labels a dosage form manUfactured by a'n independent company; or 

c) is involved in none of the above. 


9. 	 This information can be provided only with the consent of the product-license holder, or in the case of non­
registered products. The applicant non-completion of th is section indica tes that the party concerned has not 
agreed to inc lusion of the information . It should be noted that information concerning the site of production is part 
of the product license. If the production sit e has changed, the license must be updated or it will cease to be va lid. 

10. 	This refers to the document, prepared by some national regu latory authorities that summ arizes the technical bas is 
on which the product has been licensed. 

11. 	 This refers to the product information approved by the competent national regulatory authority such as a Summary 
of Product Ch aracteristics (SPO) . 

12. In this circumstances, permission for issuing the certificate is required from the product-license holder. This 
permission must be provided to the authori ty by the appl icant. 

13. 	Please ind icate the reason the applican t has provided for non-requesting reg istration: 
a) the produ ct has been developed exclusively for the treatment of conditions-part icu larly top ical diseases­

not endemic in the country of export. 
b) The product has been reformulated with a view to importing its stabi lity under tropical condi ti ons. 
c) The product has been reformulated to exclude exc ipients not approved for use in pharmaceutica l products 

in the country of import. 
d) The product has been reform ulated to meet a different maximum dosage limit for an active ingredient; 
e) Any other reason, please speci fy. 

14. 	Non applicable means that the manufactu re is taking place in a cou ntry other than that issuing the product 
certificate and inspection is conducted under the country of manufacturer. 

15. 	The req uirement for good practices in the manufacture and qual ity control of drugs referred to in the certificates 
ate those included in the thirty- second report of the expert committee on specificat ions for pharmaceutica l, 
preparat ion (WHO technical report seri es, No: 823, 1992, Annex.I ). recommendations specifi cally appl icab le to 
biologica l products have been formulated by the WHO Expert Committee on Biological Standardization (WHO 
Technical Report Series No. 822, 1992, Annex. 1) 

16. 	 This sect ion is to be completed when the product license holder or applicant conforms to status b) or c) as 
described in note 7 above. It is of particular importance when foreign contractors are involved in the manufac ture 
of the product in these circumstances the applicant should supply the certify ing authori ty w ith informat ion to 
identify the contracting part ies _responsible for each stage of manufacture of the fi nished dosage form and the 
extent and nature of any controls exerc ised over each of these part ies. 
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