]

FOOD & DRUG ADMINISTRATION MAHARASHTRA STATE, MUMBAT 400 051

CERTIFICATE OF A PHARMACEUTICAL PRODUCT !
Iz cernficate conforms to the formm recommended by the World Health Organisation
{General instructions and explamatory notes attached)

No. of certificate £ COPP/CERT/KDM62TT2020/ 1132721/ 164526 Valid Upt :20 Jul 2023
Exporting Country i INDIA
Importing Country . As per Annexure

L. Name and dosage form of produgt & Rifampicin Tablets 300mg
1.1 Active ingredient(s)® and amount (s) per unit dose *: Each Tablel Contains

Rifampicin BF 300 myg

For complete gualitative compositon including excipients <* AS per Annexure
1.2 I3 this product heensed o be placed on the market for use in the expertimg country ¥ Yoy E Mo D
X ol
1.3 s this product acually on the market in the exporting country * Yios Ny Linknown

2A.1 Number of product Ticense 7 D315 tn Form 28 5533,1 Applican for cenificane fname and nddress )
and dote of msue 03 kan 2001
AT Product License holder { Wame and address) |
SWIZERA LABS PRIVATE LIMITED PLOT NO. D-16/6, TT.C. |
INDUSTRIAL AREA, M.1.O.C., TURBHE, THANE 400703

28.2 Satus of applcant

sl

MAHARASHTRA STATE, INDLA [12B.2.1 For categories b and ¢ the name and adidress of the munuliclerer
2A.3 Stans of product-license Holder Ii"‘ﬂl“ﬂ"F the dosage form is”
A sl]c
QAT For categones b and ¢ the neme and address of the manutacturer 1B Why |5 marketing authorization tacking
producing the desapge form s ﬁ D

Mot required Mot reguested Uinder Consideration Refused
244 Ts summary basis of Approval appended 17 204 Remarks 17

‘r'::sD Mo
2AS Is the attached, officially gpproved product information complete and
consonant with the license 7'

Yes D e E:] Mol Provided @
2A.6 Applicant for conificate if different from License holder - '

Not Applicable

3. Does the cenifving suthonty arrange for penodic inspection of the manufictunng plant i which the dosage

if mo or not appheable procesd o guestion 4. Yes b Mot Applicable!

3.1 Penodwciry of routine mspectons vears) - Onoe a year

3,2 Has the manutacture of tis type of dosage form been inspectad ” Yes E NHD
3.3 Do the facilites end operations conform w GMP as recommended by World Health Organisation w3

‘rrtfi @ P r:] Mot A |‘||‘|I|c:|E)Ir 4 D

4. Does the mformation submitied by the applicant satisfy the cenifying suthority on all aspects of the manufacture of the produc 1"
Yies E M

[T no, explun

Address of cerifying authonty Name of the Authonsed person :J. B. MANTRI

Food & Drug Administration, M .S

Bandra-kurla Complex, Signature | i w

Bandra (E), Mumbai - 400 051 Stamp and Date Jui%{ é})mmissionar (HQ) & Controlling
Maharashira INDIA. Authorit

Tel: +81-22-26592363/64/65 ¢ D p ,

Fax: +81-22-26521959 ood & Drug Administration, M.S.
SIVEZT4962 7720200720168 Bandra (E), Mumbai

Maharashtra State, India
Date:28 Jul 2020

Date: 2021.12.01 11:34:49 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 sheets should be appended, as
necessary, to accommodate remarks and explanations .

EXPLANATORY NOTES :

1. This certificate, which is in the format recommended by WHO, establishes the stams 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.

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

The formula (complete composition) of the dosage form should be given on the certificate or be appended.

4. 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.

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

{c) is 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.lt should be noted that information concerning 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 regulatory authorities, that summarnizes the on which
the product has been licensed.

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

12. In this circumstance, permission for issuing the certificate is required from the product Licence holder. This
permission must be provided to the authority by the applicant,

13. Please indicate the reason that the applicant has provided for 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) thc pioduct lias been reformulated with & view o improving its stability under topical conditions:

(¢) the product Lias been reformulated to exclude cxeipients not approved for use in pharmacestical products
in the country of import:

(d) the product has been reformulated to meet a different maximum dosage limit fay

(e) any other reason, please specify.

14. Not applicable means that the manufacture 1s taking place in a country
certificate and Inspection is conducted under the aegis of the country of mafifa

15. The requirements for good practices in the manufacture and quality confril nfdmgs referred to the ccmﬁpa
are those included in the thirty- second report of the Expert Committe specifications for Pharmaceutjél
Preparations (WHO Technical Report Series, No.823 , 1992 , Anhex |) Recommendations specifically

plicnhlt to biological products have been formulated by the Expcrl. Committee on HIDIDM

[*)

o

16. The Section is to be completed when the pmdm:t _. Yicence holider or applicant conforms to status [h] or
described in note B above. It is of particular importance when foreily
manufacture of the product . In these circumstances the applicant should s
information to identify the contracting parties responsible for each stage of ture of the fini
form and the extent and nature of any controls exercised over cach of these partics. ~ o —  ——

The lavout for this Model Ceriificate is available an diskette in Word Perfect from the Division of Drug Management and
Palicies. World Health Ovganization, 1211 Geneva 27, Switzerland




No. of certificare
Mame of the
Com pany
Name and dosage
form of product

FOOD & DRUG ADMINISTRATION MAHARASHTRA STATE, MUMBAL 400 051

CERTIFICATE OF A PHARMACEUTICAL PRODUCT !
Annexure of Excipients

Sr.No. Ingredients

1

m o~ o Wk

w

11
12
13
14

Aprasil

Magnesium Stearate
Microcrystalline Celiulose
Sediwm Lauryl Sulphate
Maize Starch

Sodium Starch Glycollate
Talcum

Hydroxy Propyl Mathyl Cellulose
Titanium Dioxide

Colour Lake Mauve
Isopropyl Alcohol

Talgum

Methylane Chioride
Coilour iron Oxide

Address of certifying autharity
Food & Drug Administration, M5
Bandra-kuria Complex,

Bandra (E), Mumbai = 400 051
Maharashira INDIA

Tel: +91-22-26502363/64

Fax: +91-22-268501850
SIVSZT4SE2 FT20200TIB1G6E

COPP/CERT/KD962TT2020/11/32721/164526
SVIZERA LABS PRIVATE LIMITED PLOT NO. D-16/6, T.T.C. INDUSTRIAL
AREA, M.L.D.C., TURBHE, THANE 400703 MAHARASHTRA STATE, INDIA

Rifampicin Tablets 300mg

Mame of the Authorised person :

Signature
Stamp and Date :

VALIDUP 1O 20 Jul 2023

Specification Quy/Units

Bp
|RBF
IFBP
IP/BP
IPiBP
IP/EP
IR/BP
IP/BP
IPBP
IH
IP/BF
PBP
IPBP

J. B. MANTRI

'ﬁ'u- e

4 00 mg

4 .00 mg
14.00 mg
4 00 mg

4 00 mg
18.00 mg
400 mg

4 550 mg
2.475mg
0.050 mg
157.02 mg
2475 mg
264.00 mg
0.248 mg

Joint Corhmissioner (HQ) & Controlling

Authority

Food & Drug Administration, M.S.

Bandra (E), Mumbai.

Maharashtra State, India

Date 28 Jul 2020




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

Mo of Cemificale : COPPICERT/KIVREZTTI2020M 1/32T21H 64526
SVIZERA LABS PRIVATE LIMITED PLOT NO. D-16M, T.T.C.

INDUSTRIAL AREA, M.1.D.C., TURBHE, THANE 400T03

Valid up to: 20 Jul 2023

“ Name of the Product License Holder

MAHARASHTRA STATE, INDIA
MName of the Prodet : Rifampicin Tablets 300mg
List of Countries For Export
Afghanistan | Hosnia and Crechostovakia | Grenada |Kosovo MicTonesin Philippincs [ South Sudmn | Turkey
|Herzegovina |
Adbame Boiswana [hemmuark Gustemala Kourdistan Maldava Poland | Spain [urkmemstan
Algena Hraeil [T Grurnca Kowait Monaca Porte Rice |5 Lunks Turks and
Calicos
Andoera British Virmn | Doenmica Guinea-Bissau |Kvirvestan Mongalia Parmgnl 5. Kitlies Tuvaly
Anglm Hrunel Dhomirecan Ciuynna LD PIOR Monstserral Cratas st Kitnes ond | Lipsnda
Regabilic v
Angola Hrunei DR Conge Hain Laos Monensgro R.I), Congo  |5¢ Lucia ke
Larussalim
Anguilla Rulyaria East Temar Herzegovina |l.atvia Morocea Rep of Congo |$t Maarien | UNHCR
Anligus Burkina Faso | Foudaor Holland ehanon Mozambeque  |Reunion 51 Vinceni LINICEF
Antigus pod | Hurundi Egypt Holy See Leane Mynnmar RITES 51 Vincent and | United Arub
Barbuda the Grenadines | Emiraies
Argenting Cabo Verde | El Salvados Honduras Lesothio Hamibia Romanis Sudan Limzted
Kingdom
Armienia Cambodia Fngland Hong-Kong | Libern Minuru Russia Sultamate of | Unated State
Uimain
Arubs Cameroon Equatorial Hungary Eitya Nepal R winricka Suriname LINGPS
CGuines |
Australiz Canada Eritres Tceland Licchiensten  |Metherlinds | Samuo |Swaritand  |UTruguay
Ausiria Cape Verde Estonia Indin Lithunnia Mew Zealand  [San Manno | Swedan Lizhekastan
Azerbaan Cavenan Island (Ethuiopes Indoniesia Loxemnboury | MNicaragua San Teme and | switzerland Vanunta
Prncipe
Baharma: Central African |Fiji Iran Mlacau Miger Saudi Arabia |Syma Vatican Criy
Hepublc
Hahmn Chad Fiji Istand Irag Macedonia MNigeTia Senegal Talwan | Veneruela
Bangladesh Chile Finland Ircland Midagascar Mowth Kiowea Serbia Tapkistan | Victinne
Barhados Chira France lsrael Malawi Norwmy Seyvehelles Tanrania | Vietnam
Helarus Colombia French (rumna  |ltaly Malavsia (dman Sicrm Loone | Tohad Western Samoa
Belgium L omarns Crabon Tvory Const Maldives PAHD Sngapore Thisiland WHO
Bielise Cingo Crambia Jamaica Mali Pakistun Slovakia Ihe Yefen
Metherlands
Helorussia Costa Rica Ligtnpin Japan Maltz Palau Slovema Pmaor Liste | Yugoshavie
Benin Croatia [L‘runnam Joedan Marshal Tsland | Palestine Selomom Topo Eaire
| Iulanc
Bermudn Cuba El."ihn.m Kazakhstan Mauritania Panarma Somilia Tangn Lambna
Ahutan |Curacan Eu[uhui Fumd Kenya Mauritius Papuas New South Afnen | Tonidid & Lunethar
| | Ciarmea Tobago
Balivin -t'hi!lu!l Eur:md Covenan MCGM Paraguay South Korea | Tunism Limbabwe
Bomia |Ceechin | Greece Peru
Address of certifying authonty (rorised parsan @ J. B, MANTRI

Food & Drug Acmiristraton, M. 5

Bandra-kuria Complex,

Bandra (E], Mumba: — 400 0
Mahargshira INDIA

Tel: +91-22-26
Fax. +91-22-2
SIVEITABE TTI0D

552363454
5501958
OTIELEE

Signature . |
Aand Date  Joint

Date:28 Jul 2020

L

e

missioner (HQ) & Controlling Authority
Food & Drug Administration, M.5.
Bandra (E), Mumbai
Maharashtrz State, India
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