
FOOD & DRUG ADMINISTRATION MAHARASHTRA STATE, MUMBAI 400 051 
CERTIFICATE OF A PHARMACEUTICAL PRODUCT 1 

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

No. of certificate 
Exporting Country 

COPP/CERT/KD/58050/2017/11/19169/98606 Vnlid Upto :20 Apr 2019 
INDIA 

Importing Country As per Annexure 
I. Name and dosage form of product Lamivudine and Tenofovir Disoproxil Fumarate Tablets 300/300 mg 
1.1 Active ingredienl{sf! and amount (s) per unit dose 3: Each film-coated tablet contains: 

Lamivudine USP 300 mg 

Colour:Tltanlum Dioxide 

Tenofovir Disoproxil Fumarate 300 mg (equivalent to 245 mg ofTenofovir Disoproxil) 

For complete qualitative composition including excipients :4 

1.2 Is this product licensed to be. placed on the mmkct for use in the exporting country ?5 Yes~ No 0 
1.3 Is this product nctunlly 0 11 the mor~ct in the exporting country ? Yes~ No 0 Unknown 0 
2A.I Number of product license: 7 KD620 In Form 25 28.1 Applicant for ccrtilicnte (name and address) : 

and date of issue: 18 Nov 2014 
2A.2 Product License holder (Name and address): 

CIPLA LTD. PLOT NO. A-42, M.I.D.C., PATALGANGA, RAIGAD 
410220 MAHARASHTRA STATE, INDIA 

2A.3 Status of product-license Holder :8 

A~sDcD 
2A.3.1 For categories band c the name and address of the manufacturer 

producing the dosage form is: 9 

2A.4 Is summary basis of Approval appended ? 10 

YesD No~ 
2A.5 Is the attached, officially approved product information complete and 
consonant with the license? 1t 

Yes D NoD Not Provided~ 
2A.6 Applicant for certificate if different from License holder : 12 

Not Applicable 

28.2 Stn tus ofappHcnnt . 

ADsDcD 
Zll.l. l For categories b nnd c the name and nddross of the manufacturer 

producing the dosn{le fonn is9 

28.3. 0 Is mnrkelitouthori7.lltolnckin{l 1 D 
Not required Not requested Undnr Constdcrntmn Refus~-d 

20.4 Remarks ;13 

3. Does the certifying authority arrange for periodic inspection of the manufacturin~ant in whf 

if no or not applicable proceed to question 4, Yes~ No 0 Not Applicnble14 U 

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

3.2 Has the manufacture of this type of dosage form been inspected ? Yes~ No 0 
3.3 Do the facilities and operations conform to GMP as recommended by World Health Organisation ?I 

Yes k8J NoD Not Applicable 14 0 
4. Does the information submitted by the applicant satisfy the certifying authority on all aspects of the manufacture of the product ? t6 

Yes~ NoD 

lfno, explain: 

Address of certifying authority : 
Food & Drug Administration, M.S. 
Bandra-kurfa Complex, 
Bandra (E), Mumbai- 400 051. 
Maharashtra,INDIA. 
Tel: +91-22-26592363/64/65 
Fax: +91-22-26591959 
5PIC 1555805020170505059 

Maharashtra State, India 

Date:05 May 2017 

0 5 MAY 2017 



l'ie:1sc 1cl'c1 lu tile guidelines for full i11St1uction on how to complete this I(JIIll :1ml lnl()llll:ltiPn on tl1c: 
i1nplcme11l:ttion of the scl)eme.The fom1s are suitable to1· generatio11 by computer. They shoulcl always be submitted 
:1s h<1rcl ~opy. with 1·esponses printed in type mther than h~ncl w1·itten Additi011ill sheds should be appended, :1s 
llt:CtSS<lrv. tu :tcc·OIIllllOdat·~ rem<lrks ancl expl<in<ltions 

1·:\l'L,-\,\-\T t)!\Y i'\OTCS : 

.! 

Ti1i~. __ .,,;li·.:lk. \VI1icll is in tile lorm:1t lcCOIIl111c:ildu' (•·· \'. 110, este~blisl1cs tl:·: :;t:ttu:' (•i tl1-: ph:llllliiC~IItir;:tl 

111~"-;' ·-·:,I . .;!- :_:.~; ~1pplicant for the c· .. ::rtitiL·~~t(:: ir: ~~>~- ·_" :p•:.'!~:,·:.·:; ·:uuntr_y It tS :·~.._,r ~~ .. ~irt~>~· [.~i•,!•.:ul·l ,,:~!y -~,i::cc 

'. I '' 

Li(;;!!·....:-..: ll·~·:\..:L:r 

' \V!Jc:• ::fltli:c:Jble, <lppcnd cict<liis Of JllY i'CSII iction :1pf)!i;::cl to the sak, liiStl·ibllliOil, or :tr.iministtiltion ot tilt: 
p:udu·:t th:t' i:; spccitled in the pmduct Lic•"JJcc 

() Scclio,;s ~.\ :tm! ::'!.3 :ue mutually exciusiv<:. 
7 !IJdicak, vvh·cll <lpplicable, if the Licence is provisional. or tile pmcluct hJs not yet been <~ppmved. 
~ - Specit:.- whether the person responsible for p18cing the product on the 1ll81·ket : 

(~) m::Jnu r·aclu1·es the clos<Jges form 
(b) packages <1nd I or labels a dosage form manufactured by an independent compa11y : or 
(c) is involved in none ofthe <1bove. 

9. This in lorrnation 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 pmcluct Licence. lf the production site is changed the Licence must be updated or it will ce<Jse to be 
v31icl. 

10. This refers to the document, prep<:~red by sollle national regulatory authorities, that summarizes the on which 
the product has been licensed. 

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

12. In this cin.:umstance, permission tor issuing the certitlcate is required from the product Licence holder. This 
permissio11 must be provided to the authority by the applic<Jnt. 

13. Please indicate the reason that the applicant has provided tor 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 pmduct has been reformulated with a view to improving its stability under tropical conditions: 
(c) the pmduct has been reformulated to exclude excipients not approved to1· use in pharmaceutical products 

in the country of import: · .. 
(d) the pmduct lws been reforml~l-ated to meet a different ma~i11Qi 11 ~~'ti!'J..~~~t~ · ~ n 8ctive ingredient 
(e) <Jny other reason, please spec1ty. ~, _ •- • 

14. Not-~pplicable means th~t the m<JnufRcture is tRki~g ~ ~l ~ 11f' 8 cou~try ot~er . tlln~1) issuing the product 
certttlcate andlllSpectton IS conducted under the aeg1s f/'t li~ country ot lllJnulactme. ~~ 

15. The requirements to1· good p1·actices in the man u fac W!'~ ll ~ cl Cl tra lity comrol of drugs' f~ i:r cl to the certitlcate 
<~re those included i11 the thirty- second report of the i~~~rl C<H11111{.6ree .(! 11 ~pecificnt i ns tor_ Pharmaceutical 
Prepnr<ttions (WHO Technical Report Series, N , IV92 . AQJ'ie;, I) Reco mr endat1ons spwfic<~lly 
<~pplicable to biological products have been formu t by the W I~Q E:•:pert C mrt ttee on Biologicnl 
Standarclizalion (WHO Technicnl Report Series, No . ,~\)()] , A1111e.X f) . . .l. [ 

16. The Sec I io11 is to be completed v.:hen_ the product.- I ice!'\ . lde1· or ~ppl_icanl COJl~[ to sta_tus (b), 01·. (c) n~ 
descr1~ed 111 n_ote 8 nbove. It IS ol ~arttcular Importance ,:,. 1hen lor~tg11~0I' ~~s . ~~·_e 1nvolved 111 the 
Jnanut::~ctu re ol the pmcluct , In these ctrcumstallCes the appiJ.~an t s-!1 0.1-lJ~.li.Wl C.~t: CeltJtytng autho11ty \\Jth 
infortmtion to ide11tify the contracting parties responsible tor e:1ch stage~~~ .. <JJ ~ture of the finished dosage 
form and the extent ami nature of any controls exercised ove1· c;ach of th ~se part ies . 

The !oyou/ j2•r !hi,. ,\fad~/ Ce,·fijica/e is m•oifabfe on disk~ lie in I Vord P<r(;'ci !i ·om !he Di1•ision <~!' Dl'llg tl.-fonog"""'nl (II'!(/ 

l'olicit's. 1/'n; ld f !eolih (), goniialion, I 2 I I Geneva 2 7, Sll' i!zf r luml. 



Food & Drugs Administration, Maharashtra State, Mumbai 400051, India 
Annexure to the Certificate of a Pharmaceutical Product 

No. of Certificate : COPP/CERT/KD/58050/2017/11/19169/98606 Valid up to: 20 Apr 2019 
CIPLA LTD. PLOT NO. A-42, M.I.D.C., PATALGANGA, 

Name of the Product License Holder : RAIGAD 410220 MAHARASHTRA STATE, INDIA 
Name of lhe Product 

Afghanistan Brazil 

Albania British Virgin 

Algeria Brunei 

Andorra Brunei 
Darussalam 

Anglia Bulgaria 

Angola Burkina Faso 

Anguilla Burundi 

Antigua Cambodia 

Antigua and Cameroon 
Barbuda 

Argentina Canada 

Armenia Cape Verde 

Aruba Cayman Island 

Australia Central African 
Republic 

Austria Chad 

Azerbaijan Chile 

Bahamas China 

Bahrain Colombia 

Bangladesh Comoros 

Barbados Congo 

Belarus Costa Rica 

Belgium Croatia 

Belize Cuba 

Belorussia Curacao 

Benin Cyprus 

Bermuda Czechoslovakia 

Bhutan Denmark 

Bolivia Djibouti 

Bosnia Dominica 

Bosnia and Dominican 
Herzegovina Republic 

Botswana East Timor 

: Lamlvudlne and Tenofovlr Dlsoproxll Fumarate Tablets 300/300 mg 

Ecuador 

Egypt 

El Salvador 

England 

Equatorial 
Guinea 

Eritrea 

Estonia 

Ethiopia 

Fiji Island 

Finland 

France 

French Guiana 

Gabon 

Gambia 

Georgia 

Germany 

Ghana 

Global Fund 

Grand Cayman 

Greece 

Grenada 

Guatemala 

Guinea 

Guinea-Bissau 

Guyana 

Haiti 

Herzegovina 

Holland 

Honduras 

Hong-Kong 

List of Countries For Export 
Hungary 

India 

Indonesia 

Iran 

Iraq 

Ireland 

Italy 

Ivory Coast 

Jamaica 

Japan 

Jordan 

Kazakhstan 

Kenya 

Kiribati 

Korea 

Kosovo 

Kurdistan 

Kuwait 

Kyrgyzstan 

LaOPDR 

Laos 

Latvia 

Lebanon 

Leone 

Lesotho 

Liberia 

Libya 

Liechtenstein 

Lithuania 

Luxembourg 

Macao Norway Singapore Tongo 

Macedonia Oman Slovakia Trinidad & 
Tobago 

Madagascar PAHO Slovenia Tunisia 

Malawi Pakistan Solomom Island Turkey 

Malaysia Palau Somalia Turkmenistan 

Maldives Palestine South Africa Turks and Calicos 

Mali Panama South Korea Uganda 

Malta Papua New Spain Ukraine 
Guinea 

Marshalls land Paraguay Sri Lanka UNHCR 

Mauritania Peru St. Kitties UNICEF 

Mauritius Philippines st. Kitties and United Arab 
Nevi Emirates 

MCGM Poland St. Lucia United Kingdom 

Mexico Porte Rico St. Maarten United State 

Moldova Portugal St. Vincent UNOPS 

Monaco Qatar St. Vincent and Uruguay 
the Grenadines 

Mongolia R.D. Congo Sudan Uzbekistan 

Monstserrat Rep. of Congo Sultanate of Vanuata 
Oman 

Montenegro Reunion Suriname Vatican City 

Morocco RITES Swaziland Venezuela 

Mozambique Romania Swedan Vietiane 

Myanmar Russia switzerland Vietnam 

Namibia Rwanda Syria Western Samoa 

Nauru Sa mao Taiwan WHO 

Nepal San Marino Tajikistan Yemen 

Netherlands Sao Tome and Tanzania Yugoslavia 
Principe 

New Zealand Saudi Arabia Tchad Zaire 

Nicaragua Senegal Thailand Zambia 

Niger Serbia The Netherlands Zanzibar 

Nigeria Seychelles Togo Zimbabwe 

North Korea Sierra Leone 

Signature .:.· ,de:;I~SL.!~,::...=-.=-...:..._~ 
Stamp and Da e : Joint Commissioner (HQ) & Controlling Authority 

Food & Drug Administration, M.S. 
Sandra (E), Mumbal. 
Maharashtra State, India 
Date:05 May 2017 

0 5 MAY 2017 
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