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FOOD & DRUG ADMINISTRATION MAHARASHTRA STATE, MUMBAL 400 051
CERTIFICATE OF A PHARMACEUTICAL PRODUCT !

Iz cermificae conforms 1o the format recommended by the World Health Orzanisation
{General instructions and explanatory notes attached)

Mo, of certificate : COPP/CERT/KD/9G2742020711/32756/ 164496 Valid Upra :20 Jul 2023
Exporting Country $ INDIA
Imporiing Country : As per Annexure

1. Name and dosage form of produgt Isoniazid Tahlets BP Mmg
1.1 Active ingredientis)® and amount (s) per unit dose ¥ Each Tablet Contains

l Isonueend BIY 300 mg

For complete qualttative compositon incliding excipients 2 As per Annexure
1.2 Is this product licensed o be pinced nn the market for use m the exporing country \’ﬁg NaD
1.3 [s thas product acmaally on the market in the exporting coontry 7 Yes M I!nkmwnD

2A.1 Mumbes of product license " KDAZE In Farm 25 28,1 Applicant for cemificare (name and sddress |
and dute of ssue 03 Jan 2001
242 Product |icense holder | Mame and address |

SVIZERA LABS PRIVATE LIMITED PLOT NO. D-15/6, TT.C. 2882 Status of applicant
INDUSTRIAL AREA, M.1.D.C., TURBHE, THANE 400703 | J[Jalec
MAHARASHTRA STATE, INDIA 1B.2.1 For categoncs b and ¢ the name and address of the manufacturer

A3 Statws of produci-license Halder X

" TTer] | o
2A3.1 For cawgories b and ¢ the name and address of the manufacturcr [RREL Wiy m”““ﬁ“””“"“"""“ acking
producing the dosage form 15 |

producing the dosage form 5°

u

Mot required Mot requested Under Consideration Hefused
244 [s summary bases ol Appeoval appeaded 3l |1“‘"’ Remarks 13
|

Yes Mo
2AS Is the arsched, oficially approved product information complet: and
consonant with the hcense 7

Yis [:] fo [:] Mot Provided @
2A.6 Appheant for certificate i diffesent from License holder 2

Naot Applicable

3, Does the certifving autharity arange for penodic inspection of the manafacturng plant m which the dosage form = produced 7
if po or not apphicable procesd (o guestion 4. Yes No Not Applicable!®

3.1 Penodiguy of routine inspechions vesrs) - Onoe a year

3.1 Has the manutacture af this 1y pe of dosage form been inspected 7 Yes E Mo [j

3.3 Do the facilities and operatrans canform m GMP & recommended by Warld Health Chrganisation p3 1
Yes @ Na [:] Not Apphicable 4 E]

4, Does the information submitted by the applicant satinfy the cenifying suthority on all sipects of the manufacture of the product 5

| Yes E s

| If no, explan

| Address of certifying authority Name of the Authorised person : J. B. MANTRI
Food & Drug Administration, M.S.
Bandra-kurla Complex, Signature - _ M\ # A

| Bandra (E), Mumbai - 400 051 Stamp and Date - Joint Commissioner (HQ) & Controlling

Maharashira INDIA,
| Tel: +81-22-26502363/64/65 Authority _
| Fax +81-22-28591959 Food & Drug Administration, M.S,
SIVSIT49627 420200502168 Bandra (E}, Mumbai.
Maharashtra State, India
Date:02 Aug 2020

Digitally signed by Chitic Vlad
Date: 2021.12.01 11:35:06 EET
Reason: MoldSign Signature
Location: Moldova



GENERAL INSTRUCTION :

Plesse 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 :

. 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 mformation for different dosage forms and different strengths can
vary.

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

The formula (complete compaosition) 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.

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.

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) 1s 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.]t should be noted that information concerming 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
the product has been licensed.

11. This refers to product information approved by~
of product characteristics (SPC). -

12. In this circumstance, permission for im ¢ certificate is n:qlumd éﬁ product Licence holder. This

Arity hylhc applicant. K
¥ has provided for not requesting

{a) the product has been developed ¢ ;lasiwzly for the treatment ofj cc

diseases — not endemic in the countgy of export:
(b) the product has been reformulated Wigh a view to improving its stability
() the product Las beea reformulated 13RS 1pi

in the country of import:
{d) the product has been reformulated to
(e) any other reason, please specify.

14, Not applicable means that the manufacture is takwig pla gefintry other than that issuing the product
certificate and Inspection is conducted under the aag:s 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 Commitiee on specifications for Pharmaceutical
Preparations (WHO Technical Report Series, No.%23 , 1992 , Annex |} Recommendations specifically
applicable to biological products have been formulated by the WHO Expert Committes 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 15 of particular importance when foreign contraciors 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.

&
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ory authorities, that summarizes the on which

itions - particularly tropical

tropical conditions:

B o v e ] . ¥
usc it pumniaceutical producis

The layout for this Model! Certificate is available on diskette in Word Perfect from the Division af Drug Management and
Palicies. Warld Health Ovpanization, 1211 Geneva 27, Switzerland,



FOOD & DRUG ADMINISTRATION MAHARASHTRA STATE, MUMBAT 400 051

CERTIFICATE OF A FHARMACEUTICAL PRODUCT !
Annexure of Excipients

Mo, of certificate 5 COPP/CERT/KD/O6274/2020/11/32756/ 164496 VALID UP TO 20 Jul 2023
Name of the - SVIZERA LABS PRIVATE LIMITED PLOT NO, D-16/8, T.T.C. INDUSTRIAL
Company AREA, MLD.C., TURBHE, THANE 400703 MAHARASHTRA STATE, INDIA

Name and dosage
form of product

Sr.No. Ingredients

Maize Starch Powder
Powvidone

Dicalcium Phosphate
Taleum

Magnesium Stearate
Sodium Starch Glycollate
Methy! Paraben

b N = O R N

Address of certifying authonty
Food & Drug Administration, M 5
Bandra-kuria Complex,

Bandra (E), Mumbai — 400 051
Maharashtra, INDIA.

Tel: +91-22-26592363/64

Fax; +91-22-26591859
SIVS27406174 20200802168

Isoniazid Tablets BP 300mg

Specification Qty/Units

| 5.996 mg
P 6.000 mg
P 7.002 mg
P 2.000 mg
([ 2.000 mg
P 3.040 mg
P 0.198 mg
Mame of the Authorised persan :J. B. MANTRI
Signature - Il‘ —
Stamp and Date : Joint Commissioner (HQ) & Controlling
Authority

Food & Drug Administration, M.S.
Bandra (E}, Mumbai

Maharashtra State, India

Date:02 Aug 2020




Food & Drugs Admi

Annexure to the Certificate of a Pharmaceutical Product

Ho. of Certificate COPPICERTRKDIBB2TAI202001 1/ 27 861 64498 Valid up vo: 20 Jul 2023
SVIZERA LABS PRIVATE LIMITED PLOT NO. D-1608, T.T.C.
INDUSTRIAL AREA, M.LD.C., TURBHE, THANE 4040703
Mame of the Proouct License Holder MAHARASHTRA STATE, INDL&
Mame of the Prodect : lsoniazid Tableta BP 100mg
List of Countries For Export
Afghanistan | Bosnis snd Crechodlovakia  (Grenada Kaosovo Mictonesia Philippines  |South Sudan | Turkey
Herzegovena
Albamia Hotswana Denimark Gusiemaln Kurdisian Moldova Poland Spain Turkmenistan
Alpens Biraxl Diibiowt Ciuinea Ruwail Maonaco Pore Rico Sn Lankn [ Turks and
| Calicos
Andorra I iritish Virgin | Dominica Guines-Hissau |Kyrgvestan Maongolia Portugnl Si Kitties Tuvaly
Anglia Brunei Daminican Gruyans Lald POR Monstserrat Cratar {51 Kimes and | Llganda
Republic | Newi
Angola Hrune: DR Congo Haiti Laos Momenegro R0, Congo E‘:.t Lucia Likraime
Marussalam |
Angulin fulgaria Fast Timor Herregoving,  |Latvia Morocco Rep. of Congo |5t Mazrten |[LUNHOR
Amtigun Hurkinn Faso | Fouador Holland | chanom Mozambique  |Reusion 51 Vincent UNICEF
Antigua andd | Furunds Emyme Huoly See Leone Myanmar RITES 51 Vincent and | Tfnuted Areh
Fartuca thie (irenadinis | Emirates
Argenting Cabo Verde El Salvadar Hondurzs Lesatho MNamibia Ramania Sudan nited
| Kingdom
Armema | Cambaodia Enjkancd Hong-Kong Liberin MNagru Russia Sultinae of | United Stake
(hman
Aruba Cameroan Eguantorial Hungary Libva Mepal Rwanda Suriname LisOps
Grunen
Australia Canada Entren Teeland Ligchiensten | Netherlands Samag lswazitand U isay
Ausina Cage Verde Esonia Incha 1.ithuanis Mew Zealand | San Marino | Swedan Uzhbekistan
Agerbaran Cayman Island |Ethiopia Indonesia Luxembwsury | Micaragua Sao Tome and [switzeriand Vot
| Principe
Bahameas |Central African |Fig Iran Macau Miger Siuici Arabia  [Syns Varrcan Ciry
Hepuhlic
Bahruin Chad Fip Iadonsd Irag *acedanin Migeria Sencoal Toiwan Veneriseln
Hangladesh Chile Fmtand Treland Madagascar Morh Korea | Serbin Tajikesizn Vietiane
Burbados i France lsrael Mulawa Narway Sevchelles Tanzania Vietmarn
Belnrs Colombxa French Gummay | Ttaly Malaysia ChHman Swerm Leone | Tohad Westem Samoa
Belgium Lomuonos Gabon Ivory Coast Maldivis PAHO Singapore [hailand WHI
Hehize Conio CGiambaa Jamaica Mal: Pakisian Siovvakin I'he Yemen
Metherkands
Belorussia Ciosta Rica | Creorpria Japan Malta Palau Slovenia Timor Leste  [Yoposlavia
Hemn Croatia Crermany Jordan Marshal Island | I'alestine Solomom lopa Zaire
Iskand
Bermuda Cubu (Thana Knzakhstan Muusritania Panama Somuliz lompo Lombin
Rhutan L urncan Cilobal Fund Kenya Mliritius Papug New Souths Afnea | Tramdad & Zanzibar
unea lodapgn
Balivia Cyvprus Grand Cavman  |Kinthan MCOM Parapay South Kored | Tuwnisu Fimbabwe
Bosma Crochia {ireece Koinza Mexico |Pera
Address of centifying autharity Mame of the Authonised person : J, B. MANTRI
Food & Drueg Adminsstration, M5
e s e — M onanm e
= Sta L i
i INDIA mp and Date | Joint issloner (HQ) & Controlling Authority

Tel: +81-32-26502363/64
Fax: +91-22-26501058

HIVEL TS 7420200007 168

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

Maharashtra State, India

Dater02 Aug 2020

nistration, Maharashtra State, Mumbai 400051, India
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