FOOD & DRUG ADMINISTRATION MAHARASHTRA STATE, MUMBAL 400 051
CERTIFICATE OF A PHARMACEUTICAL PRODUCT '
[his cermificate conforms to the format recommended by the World Health Organisation
(General instructions and explanatory noles sitached)

Mo. of certificate : COPP/CERT/KIVO62T4/ 2020/ 1132756/ 164494 Valid [pto 20 Jul 2023
Esporting Couniry : INDIA
Importing Country : As per Annexure

1. Mame and dosage form of product = Isoniazid Tablets BF 1(Mimg
1.1 Active ingredient(si and amount (s} per unit dose * Each Tablet Contains

| Isomiazid P[00 mg

For complete guabitstive composition including excipients - AS per Annexure
1.2 T this product licensed 1o be placed on the market for use in the exporting country 7 Yes E NuD

1.3 s thes peodoct actually on the market in the ¢xporting muntn T Yes Mol Unknown

2A.1 Number of product license” KD428 In Form 25 (2B Applicant for certificate (name and addreas)
and date of ssue: 03 Jan 2001
2A.2 Product License holder | Mame and address) ;

SVIZERA LABS PRIVATE LIMITED PLOT NO. D-16/6, T.T.C. |2B.2 Status of applicant
INDUSTRIAL AREA, M.1D.C., TURBHE, THANE 400703 ks |j c
MAHARASHTRA STATE, INDEA ;25,2_] For categpries b and ¢ the nnme and address of the manafaciurer
24.3 Status of product-license Holder 8 {producing the dosage form i
AN T C
1A.3.1 For catepories b and ¢ the name and address of the manufacturer 18.3, Why is mm"ﬁj””‘“m““‘ lackmg 7
producing the dosage form 1s y

Not regquired Mot requested Under Consideranion Retesed
2A.4 Is sumimizry basis of Approval appended ™17 2B.4 Remarks !

YE\D i
2A.8 15 the attached. officially approved product information complete and
consonant with the hoense 9

TL'&D huD Mt Prowsted E
1A6 Applican for certificaac if different from License holder I

Net Applicable

3, Does the certily ing authocity armange for peniodic inspeciion of the manufacturi nﬁm im which the dosage form 15 produced !
i no or not applicabls proceed (o guestion 4. Yes No Mot Applicahiet?

3.1 Persodicity of rounine mspections| vears | - Once a year

3.2 Hias the manufuctuee of this type of dosage form been imspected ! Yes E NnD

3.3 Do the facilies und operations conform wo GWP as recommended by World 1Health Crgamisation ik
Y’csE .'\.-..D Mot Applicable ”[:[

4, Dioes the miormation submitted by the spphicant satisfy the certifying authority on all aspects of the manufiscture of the product 1o
Yes E Mo D

1§ nir, explain
Address of cerifying authority Name of the Authorised person : J. B. MANTRI
Food & Drug Administration, M.5
Bandra-kurla Complex, Signature - \1'-" P |
Bandra (E). Mumbai — 400 051 Stamp and Date - Joint Commissi
: ssioner (HQ) & Controlling
Maharashtra INDIA. e i 9

Authority
Food & Drug Administration, M.5.
Bandra (E), Mumbai

Maharashtra State, Indis

Date 02 Aug 2020

Tel: +91-22-26592363/64/65
Fax: +81-22-26591959
SIVS27486274 20200802168

Digitally signed by Chitic Vlad
Date: 2021.12.01 11:35:00 EET
Reason: MoldSign Signature
Location: Moldova




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 shects should be appended, as
necessary, to accommodate remarks and explanations .

EXPLANATORY NOTES :

1.

sl

oo

10.

12.

13.

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 It is for a single product only since
manufacturing arrangements and approved mformation for different dosage forms and different strengths can
Vary.

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

The formula (complete composition} of the dosage form should be given on the certificate or be appended.
Details of quantitative composition are preferred, but their provision is subject to the agreement of the product-
Licence holder.

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

Sections 2A and 2B are mutually exclusive.

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

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

ic) iz involved in none of the above .

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-completi this section indicates that the party concerned has not
agreed to inclusion of this information. It _show}d Be noted that information concerning the site of production is
part of the product Licence. If the production_site is M{H}Minme must be updated or it will cease to be
valid. & 'L"'r:_\_.\\

This refers to the document, preparéd by some national regulatory agthorities, that summarizes the on which
the product has been licensed. [/« ")

. This refers to product mfomtﬁfappmvad by the competent na.uum\?gulainry authority, such as a summary

of product characteristics (SPC) )
In this circumstance, permissign”for issuing the certificate is mqlr.‘irti,ﬁ-um the product Licence holder. This
he authority by the applicant. J )

‘Ipplicant has provided for not'requesting registration:

‘exclusively for the treatmient of conditions — particularly tropical
try of export: ;

ith & miew to improving its stability under tropical conditions:

v Cxvqpicnts not approved fui use in pharaccusical products

permission must be provided
Please indicate the reason that
(a) the product has been devel
diseases — not endemic in the
{b) the product has been reformulate
() Wic produet Lias been relunmulated 1w
in the country of import:
(d) the product has been reformulated to meet a different maximum dosage limit for an active ingredient
(¢) any other reason, please specify.

. Not applicable means that the manufacture 15 taking place in a country other than that 1ssuing the product

certificate and Inspection is conducted under the aegis of the country of manufacture,

. The requirements for good practices in the manufacture and quality control of drugs referred to the certificate

are those mcluded in the thirty- second report of the Expert Committee on specifications for Pharmaceutical
Preparations (WHO Technical Report Serics, No.B23 , 1992 , Annex 1) Recommendations specifically
applicable to biclogical products have been formulated by the WHO Expert Committee on Biological
Standardization (WHO Technica!l Report Series , No . 822, 1992, Annex 1),

. 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 layour for this Model Certificate is available on diskette in Word Perfect from the Division of Drug Management and
Policies. World Health Orgunization, 1211 Gereva 27, Switzerland.



FOOD & DRUG ADMINISTRATION MAHARASHTRA STATE, MUMBAI 400 051
CERTIFICATE OF A PHARMACEUTICAL PRODUCT !
Annexure of Excipients

No.of ceriificate COPIMCERT/KING6274/2020/11/32756/ 164494 VALID UF TO :20 Jul 2023
Name of the :  SVIZERA LABS PRIVATE LIMITED PLOT NO, D-16/6, T.T.C. INDUSTRIAL
Company AREA, M.L.D.C., TURBHE, THANE 400703 MAHARASHTRA STATE, INDIA
Mame and dosage
form of pnul'lu'tg oniazid Tablets 0. Je0wia
' Sr.No. Ingredients Specification Qty/Units
1 Mauze Starch IF/BP/USP 55.500 mg
2 Gelatin IP/IBP/USP 1.800 mg
3  Dicslcium Phosphate IP/BPIUSP 17624 mg
4 Talcum {purified) IPIBRILSP 2721 myg
5 Magnesium Stearate IPIBP/USP 1.360 mg
6  Methyl Paraben IP/ERUSP (.058 mg
| Address of certifying authority Name of the Authorised person : J. B. MANTRI
Food & Drug Administraticn, M.S
Bandra-kurla Complex, Signature j:'. h.f.l
PN (53, Merribed—~ 490,001 Stamp and Date * Joint Commissioner (HQ) & Controlling
aharashtra INDIA, Authority
| Tel: +91-22-26562363/64 L
Fax; +31-22-26501050 Food & Drug Administration, M.5.
SIVS274567 7420100802188 ! Bandra (E), Mumbai.

Maharashtra State, India
Date:02 Aug 2020
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Food & Drugs Administration, Maharashtra State, Mumbai 400051, India
Annexure to the Certificate of a Pharmaceutical Product

No, of Cerificate

Mama of thiv Product License Holder

COPPICERTIKD/SAITA/2020/11/327 56164454

SVIZERA LABS PRIVATE LIMITED PLOT NO. D-180, T.T.C.

INDUSTRIAL AREA, M.L.D.C., TURBHE, THANE 400703

MAHARASHTRA STATE, INDIA

]

Valid up to: 20 Jul 2023

M of the Product : lsoniarid Tablets BP 100mg
List of Countries For Export
Afghamsman | Fosnia and Crechoslovakia | Grenada Kosovn Micromesin Phalippines Esnulh Sudan | Tuarkey
Herrégovinn
Albania Hotawana Drenmark Giuaternala Kurdistan Moldova Poland Spain Turkmenistan
Algena Rrazil Drpbouti Giuines Kl Monica Parte Rico 4ri Lonka Tierks and
Caligos
Andora British Virgin | Domimica Ciuinea-Hissau |[Kyrgyvesian Mongolin | Portugal 51 Kitnes Tuvaku
Anglia Hirune Drominican Cruynna Lisl) PDR Monstsermat | Oatar st Kithies and | Uguncha
Repubhc MNewi
Angoln { Brunei DR Conga Haati Lans Montenegro BED Conge |5 Luca Lkraine
| Darissalam
Arulla Bulgaria Fast Timor Herzégovina  |Latvia Muoroceo Rep. of Congo |50 Maarien IINHCR
Antiguz Hurkina Faso | Fouador Holland Lehanon Mozimbique | Reunion St Vincent LINICEF
Antigus wnd | Buronds Egypt Holy Sec Leone Myanmar RITES St Vineent and | United Arab
Harbuda the Grenodines | Emirates
Argentin Cabo Verde  |El Sahvador Honduras Lesatho Wamibia Romania Spdan United
Kingdom
Armetia (. ambodia England Hong-Kanj Libena Maur Fussu Sultanote of | United St
Chman
Aruba Ciamuroon Equatarial Hunpary Libya Mepal Rwands Siriname LiNOES
Ciuinca
Australin Cunada Eritrea leeland Liechtenstein | Metherinnds Samso Swariland Liruguay
Ausina Cape Verde Esioma Tndia Lithwsnia Wew Fealond  |San Marino | Swedan Tirbekistan
Azerhaijan Cayman Island | Cthiopa Indbonesa luxembourg | Micarmgua Sao Tome and | switseriand Vanuatn
Promcipe
Bahamas Central Afrcan (Fiji Iran Macay Wiger Saudi Arabm [y Watican City
Republic
Hahrain Chad Fii Island Irag Mucedonia Nigera Senegnl latwan Vencruela
Bangiadiesh Chile Finlund Trekand Madagascar MNorth Kores | Serboe Tajikistan Vietane
Barbados China Francs Isrnel lalawi Morway Sevchelles Taneania Vietnnm
Belarus Colombia French Guinna | ltaby Malavsin {iman Sierra Leone | Tohad Westen Samon
Fclgium Comongs | Gabon Ivory Coast | Makdives PAHO Singepore Thastand WHD
Helize Congo Clambin Jamaica Mali Pukastan Slovakia The Yemen
Netherlands
Belorussia Crsta Rica Gieorg Japan Malia Palau Slovema Timor Leste | Yugoskavi
Benin Croatin Cigrmumny Jordan Marshad Isfand | Palesting Solomoem Togo Zaire
lsland
Hermuda Cubi (hana Kazakhstan Mauritania Panama Somalm Tongo #amibig
Hhudan Curacan | Gitobal Fund Kenya Mauritius | Papua New South Afrca | Trimidsd & Fanzibar
Wiurmes | Tobago
Baodivia Cyprus Cirand Cavman  [Kiribati MCGM Paraguay Sout Kores | Tunism Aimhabwe
Boanea Uzechia Cireete Korea Mexico Peru
Addrass of certifying authority Mame of the Authorised person :.J. B, MANTRI
Food & Drug Administration, M.S
Bandra-kurla Comphe 5 N
3 ignatune e, N
Bandra (E}, M — 400 051 Y.
X5y v - 400,03 Stamp and Date - Joint Comm:ssioner (HQ) & Contralling Authority
Maharashira INDLA, <
Food & Drug Administration, M.S.

Tel: +81-22-26592363/64

Faor: +91-22-2
SIVR2TAGE 2 74102

B591858
Dik02168

Bandra (E), Mumbai
Maharashira State, india
Date:02 Aug 2020
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