
GOVERNMENT OF HIMACHAL PRADESH 

DEPUTY DRU GS CONTROLLER, 
Licensing Authority -cum- Controlling Authority, 


BADDI, DISTRICT: SOLAN (H.P.) 

CERTIFICATE OF PHARMACEUTICAL PRODUCTS l 


No. of Certificate : HFW-H[Drugs1231/05 (Vol- XII)/21-1l3 Exporting (certifying) Country INDIA 
Valid up to: 13/04/ 2024 Importing (requesting) Country: Mentioned Overleaf 

1 Proprietary Name (I f appl icable) and Dosage form of Product : CYl'llbol 

Cytarabille foJ' Injection USP 1000 mg 


1. 1Active Ingredient (s)2 and Amou nt(s) per uni t dose 3 Each vial contains: 

Cytarabine USP .... .... ........ 1000 mg 


(For complete quali tative com position including excipients are not attached 4
) 

1.2 	 Is th is product licensed to be placed on the market for use in the exporting country? 
Yes I:8J No D Not applicable 0 

1.3 Is this product actually on the market in the exporti ng count ry?5 Yes ~ No 0 Unknown[:::::J 
(If the answer to 1.3 is Yes, continue with question 2.A and omit question 2.8) (If the answe r to 1.3 IS No, omit section 2. A 
a nd continue with section 2. B)6 

2.B 2 .A 1. 	 Applicant fo r Certificate : I. 	 Product license7 and Date of issue: 
(Name & Address) 

MB/05/204,14-10~2020 

2. 	 Product-license holder: (Name & Address) 
2. 	 Status of Applicant: albi c (key inMis. Venus Remedies Limited, 

appropriate categ ory as defi ne in note 8)Hill TOil Industrial Estate, Jha r majri, E PIP 
Phasc-I (Extn.), Dhatoli Kalan, Baddi, Distt. 
Solan, Uimachal Pradcsll ,17320S, India a D b o c O 

3. 	 Status of app licant: albic (key in appropriate 

ca teg~s defined In note .) 
 3. Why is authoriza t ion lacking? 

a ~ b 0 C D9 Not Req uired 0 
Not Requested o4. 	 Is an approved technical summary 


append ed? lO 
 Under Consideration 0 
Yes 0 No 15(] N.ot Provided D Refused 0

5. 	 Is the attached, offiCT"ally approved 

product information complete and 
 4. 	 Remarks:13 

co nsona nt with the license?ll 

Yes 0 No CJ Not provided ~ 


6. 	 Applicant for ce rt ifica te, 
if di fferent from the License holder 

(Name & Address)12 : Not applicable 


3. Does the cert ify ing authority arrange fo r period ic inspection of ma nufacturing plant in wh ich the dosag e 
form is produced?14 Yes IZI No CJ Not Appli cabl e D (i f No or Not App licable, Proceed to Question 4 ) 
3. 1 Periodi ci ty of routine inspection: ONCE IN A YEAR 
3. 2 Has the manufacturer of th is type of dosage form been inspected? Yes I'Xl No 0 
3.3 	 Do the faci liti es and operations confo rms to GMP as recommended By thevvo rld Hea lth Organization? 15 

Yes / No/ Not applicable 14 Yes I'Xl No c=J Not Applicab le c:::::J 
4 . 	 Does t he informa t ion submitted by the applicant sat isfy the certify ing Au tFiOrity on all aspects of the manufacturer 

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

Address of Certifying Authority: 

DEPUTY DRUGS CONTROLLER, 
-cum-Licensing Authority ,O/o-\~I:ctt: e 
BADDI, DISTT. SOLAN (H.P.)- 1 
01795-244288, ddc4 hp@gmail. 

Name of Aut horizing person 
Signature: .., 

.-­

2 6 ~\'R 1t)1"\ 
(Dr. an\!ID-.~~ Kapoor) 
DEPUTY DRUGS CONTROLLER 
-c~~(!}e~ AUTHORITY 

G 
THIS CERTIFI 



IMPORTING (Requesting) COUNTRY: Congo, Costa Rica, C'ote d'holree tiodtla, Cuba, Cyprus, Czech Republic, 
Democratic People's Republic of Korea, Democratic Republic of the Denmark, Dominica, Dominica 
Republic Ecuador, Egypt, EI Salvador, Equatoria l Guinea, Estonla,Ethlopla Finland, France, Gabon, Gambia, 
Georgia, Liberia, Libyan Arab Jamahiriya, Liechtenstein, Lithuania, Luxembourg, Madagascar; Malawi, 
Malays ia, Mal i, Malta, Maur itania, Mauritius, Mexico, Monaco, Mongolia, Morocco, Mozambique, Namibia, 
Nepal, Netherlands, New Zealand, Nicaragua, Niger, Nigeria, Norway, Oman, Syrian Arab Republic, 
Tajikistan, The former Yugos lav, Republic of Macedonia, Togo, Tonga, Trinidad and Tobago, Tunisia, Turkey, 
Turkmenistan, Uganda, Ukra ine, United Arab Emirates, United Kingdom, United Republic of Tanzania, 
United States of America, Uruguay, Uzbekistan, Venezuela, Vietnam, Yugoslavia, Zambia , Zimbabwe 
Albania, Algeria, Antigua and Barbuda, Argentina, Armenia, Austria, Australia, Azerbaijan, Bahamas, 
Bahroln, Bangladesh, Barbados, Belarus, BelgIum, Belize, BenIn, Bhutan, Bolivia, Bosnia and 
Herzegovina, Botswana, Brazil, Bulgaria, Burkina Faso, Burundi, Cambodia, Cameroon, Canada, Central 
African Republic, Chad, Chile, Cli/na, ColombIa, Germany, Ghana, Greece, Grenada, Guatemala, Guinea 
Bissau, Guinea, Guyana, HaIti, Ho ly See, Honduras, Hungary, Iceland, Indonesia, Iron (Islamic Republic 
of), Iraq, Ireland, Ismel, Italy, jamaica, japan, jordan, Kazakhstan, Kenya, Kyrgyzstan, Lao People 's 
Democratic, Latvia, Lebanon, Lesotho, 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 6( the Grenadines, San Marino, Sao Tome and Principe, 
Senegal, Sierra Leone, Singapore, Slovakia, Slovenia, South Africa, Spain, Sri L.anka, Sudan, Sur/name, 
Swaziland, Sweden, Switzerland, Yemen. 

GENERAL INSTRUCTION: Please refer to the guidelines 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 
always be submitted as hard copy with responses printed in type rather than handwritten 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, establi shes the status of the pharmaceutical product 

and of t he applicant for the certificate in the exporting country, it is for a sing le product only since manufacturing 
arrangements and approved information for different dosage forms and different strengths can vary. 

2. 	 Use whenever possible Intemational Non'proprietary Names (INN 's) or National Non-proprietary Names. 
3 . 	 The formula (comp lete composition) of the dosage form should be given on the certificate to be appended. 
4 . 	 Deta ils of quantitative composition are preferred, but their provision is subject to the agreement of the product­

license holqer. 
5 . 	 When applicable append details of any restriction applied to the sale, distribution, or administration of the product 

that is specified in the product license. 
6. 	 Section 2.A and 2.B are mutually exclusive. 
7. 	 Indicate, when appl ication , if the license is provisional. or the product has not been approved . 
8. 	 Specify whether the pe rson responsible for placing the product on the market: 

a) manufactures the fih ished dosage 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 inform ation can be provi ded only with the consent of the product-licen se holder, or in the case of non­
reg istered products. The appli cant non-completion of this section indicates that the party concerned has not 
ag reed to inclusion of the information . It should be noted that information con ceming the site of production is part 
of the product license. If the production site has changed, the license must be updated or it will cease to be valid. 

10. 	This refe rs to the document, prepared by some national regulatory authorities that summarizes the tech nical bas is 
on which the product has been licensed. 

11. This refers to the product information approved by the competent national reg ulatory allthority such as a Summary 
of Product Characteristics (SPO). 

12 . 	In this circ umstances, permission fo r issu ing the certificate is required from the product- license holder. This 
perm ission must be prov ided to the authority by the appl icant. 

13 . 	Please indicate the reason the applicant has provided for non-requesting registration : 
a) the product has been developed exc lusively for the treatment of conditions-particularly topical diseases­

not endemic In the country of export. 
b) The product has been reformulated with a view to importing its stability under tropica l conditions. 
c) The product has been reform ulated 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. 	Non applicable means that the manufactu re is taking place in a country other than that issu ing the product 
certificate and inspection is conducted under the country of manufacturer. 

15. The requ irement for good practices in the manufacture and quality control of drugs referred to in the certificates 
ate those included in the th irty- second report of the expert committee on specifications for pharmaceutical, 
preparation (WHO techn ical report series , No:823 , 1992, Annex.1). recommendations specifically applicable to 
biological products have been formulated by the WHO Expert Committee on Bio logical Standardization (WHO 
Technica l Report Series No. 822, 1992, Annex . 1) 

16. 	Th is section 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 manufacture 
of the product in these circumstances the applicant should supply the certifying authority with information to 
identify the contracting parties responsi ble for each stage of manufacture of the finished dosage form and the 
extent and nature of any controls exercised over each of these parties. 
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