Office of The Commissioner,
Food & Drugs Administration M.S.

ERTIFICAT

F

Bandra — Kurla Complex,
Bandra (E),

Mumbai —

400 051

Date :-18 Jun 2024

MAN T

P TICES

This Certificate conforms to the format recommended by the World Health Organization.
(General instructions and explanatory notes attached).
Certificate No.: NEW-WHO-GMP/CERT/KD/138078/2024/11/50635

On the basis of the inspection carried out on 25.04.2024 AND 26.04.2024 ,we certify that
the site indicated on this Certificate complies with Good Manufacturing Practices for the
dosage forms, categories and activities listed in Table 1.

CIRON DRUGS & PHARMACEUTICALS PVT.

1. Name of the Firm

LTD.
Address N-118,118/1, 119,119/1,119/2,113 MIDC, TARAPUR,
BOISAR, PALGHAR 401506 MAHARASHTRA STATE, W
INDIA i
2. Licence No. KD80 In Form 25,
KD74 In Form 28, KD/3
In Form 28B
Table 1
|Sr No. Dosage Form(s) | Categor(ies) Activity(ies)
1 %itr?trr?’laelnfsr?‘?:::;g /- iGeneraI (-Other than Production, Filling, Packing,
[ s |Cephalosporins, Penicillin, labelling, Quality Control,
l Lotion/Gel/Ear drop/Nasal |Cytotoxic Hormones ) Quality Assurance l
{  |drop/Spray) | e B
[ 2 | |General ( Other than Production, Filling, Packing,
| Eye / Ear Drops |Cephalosponns Penicillin, labelling, Quality Control,
L o B ____|Cytotoxic, Hormones ) " \Quality Assurance |
3 . General ( Other than Production, Filling, Packing, |
! E?_’: gﬁgggr{sOphthalmlc Cephalosporins, Penicillin, labelling, Quality Control,
- P T |Cytotoxic, Hormones ) Quality Assurance
4 |General ( Other than Production, Filling, Packing,
Inhalation Cephalosporins, Penicillin, labelling, Quality Control,
. - - [Cytotoxic, Hormones )~ [Quality Assurance
5 General ( Other than \Production, Filling, Packing,
Liquid Injection ( SVP ) Cephalosporins, Penicillin, labelling, Quality Control,
: | Cytotoxic, Hormones ) [Quality Assurance
| 6 | General ( Other than Production, Filling, Packlng,
|Liquid Orals Cephalosporins, Penicillin, labelling, Quality Control,
| - ___|Cytotoxic, Hormones ) Quality Assurance -
(12 }

compliance with GMP.

Bandra-kurla Comple
Bandra (E), Mumbai
Maharashtra,INDIA,

Fax: +91-22-265
1RIC183138078202406}ff ¥
CIRON DRUGS & PHAR
NEW-WHO-

GMP/CERT/KD/138078/

This certificate remains valid until 17 Jun 2027 .
categories certified herewith are changed or if the site is no longer conS|dered to be in

the Authorised person : D.

Signature :

D

The responsibility for the quality of the individual batches of the pharmaceutical products
manufactured through this process lies with the manufacturer.

It becomes invalid if the activities and / or

e

| \

R. GAHANE |]
i

tamp and Date : Joint Commissionef (HQ) & Controllmg
Authority

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

Maharashtra State, India

ate:18 Jun 2024




Explanatory notes

1.

LI

This certificate which is in the format recommended by WHO, certifies the status of the site listed
in point 1 of the certificate.

The certification number should be traceable within the regulatory authority issuing the
certificate.

Where the regulatory authority issues a licence for the site , this number should be specified
record “not applicable” in cases where there is no legal framework for the issuing of a licence.

Table 1
List the dosage forms, starting materials, categories and activities. Examples are given below.

Example -1

Pharmaceutical Product (s)1 | Category (ies) | Activity (ies)

Dosage form (s)

Tablets Cytotoxic Packaging
Hormone Production, = Packaging,  Quality
control.
Injectables Penicillin Repackaging & Labelling.

Cefalosporin Aseptic preparation, Packaging,
Labelling.

Example - 2.

Pharmaceutical Product (s)1 | Category (ies) | Activity (ies)

Starting material (s)2

Paracetamo] . . . Analgesic Synthesis, Purification,

Packi.ng, Labelling. -

Use, whenever available. International Nonproprietary Names (INNs) or otherwise national
nonproprietary names.

W

compliance with GMP.

The requirements for good practices the man
the cemﬁcate are those 1nc1uded in Quahty



Office of The Commissioner,

Food & Drugs Administration M.S.
Bandra — Kurla Complex,

Bandra (E),

Mumbai — 400 051

Date :-18 Jun 2024

CERTIFICATE OF GOOD MANUFACTURING PRACTICES

This Certificate conforms to the format recommended by the World Health Organization.

(General instructions and explanatory notes attached).
Certificate No.: NEW-WHO-GMP/CERT/KD/138078/2024/11/50635

On the basis of the inspection carried out on 25.04.2024 AND 26.04.2024 ,we certify that
the site indicated on this Certificate complies with Good Manufacturing Practices for the
dosage forms, categories and activities listed in Table 1.

1. Name of the Firm : CIRON DRUGS & PHARMACEUTICALS PVT.
LTD.
Address . N-118,118/1, 119,119/1,119/2,113 MIDC, TARAPUR,
BOISAR, PALGHAR 401506 MAHARASHTRA STATE,
INDIA
2. Licence No. I KD80 In Form 25,
KD74 In Form 28, KD/3
In Form 28B
Table 1
f_S—r.No. Dosage Form(s) Categor(ies) Activity(ies) l
b7 ‘General ( Other than Production, Filling, Packing, |
‘ Lyophilised / Powder injectable Cephalosporins, Penicillin, labelling, Quality Control, |
- _‘_ Cytotoxic, Hormones ) | Quality Assurance
12

The responsibility for the quality of the individual batches of the pharmaceutical products
manufactured through this process lies with the manufacturer. I

This certificate remains valid until 17 Jun 2027 . It becomes invalid if the activities and / or
categories certified herewith are changed or if the site is no longer considered to be in
compliance with GMP.

Address of certifying authority : -~ . Name of the Authorised person : D. R. GAHANE
Food & Drug Administration, M.S. = ..
Bandra-kurla Complex, N Signature

Bandra (E), Mumbai - 400 051. g _
Maharashtra,INDIA. ] Stamp and Date 'iﬂmosgnmlss' 4

Tel: +91-22-26592363/64 _— "
Fax: +91-22-26591959 Food & Drug Administration, M.S.
Bandra (E), Mumbai.

1RIC18313807820240618
ﬁg;ml ag«fes & PHARMACEUTICALS PVT. LTD. - Maharashtra State, India
GMP/CERT/KD/138078/2024/11/50635 Date:18 Jun 2024




Explanatory notes

1.

This certificate which is in the format recommended by WHO, certifies the status of the site listed
in point 1 of the certificate.

The certification number should be traceable within the regulatory authority issuing the
certificate.

Where the regulatory authority issues a licence for the site , this number should be specified
record “not applicable” in cases where there is no legal framework for the issuing of a licence.

Table 1
List the dosage forms, starting materials, categories and activities. Examples are given below.

Example -1

Pharmaceutical Product (s)1 | Category (ies) | Activity (ies)

Dosage form (s)

Tablets Cytotoxic Packaging
Hormone Production,  Packaging,  Quality
control.
Injectables Penicillin Repackaging & Labelling.

Cefalosporin Aseptic preparation, Packaging,
Labelling.

Example - 2.

Pharmaceutical Product (s)1 | Category (ies) | Activity (ies )

Starting material (s)2

Paracetamol Analgesic Synthesis, Purification,

Packing, Labelling.

Use, whenever available. International Nonproprietary Names (INNs) or otherwise national
nonproprietary names.

The certificate remains valid until the specified date. The certlﬁcate becomes invalid if the
activities and/or categories certified are changed or if the sit longer considered to be in
compliance with GMP. a

The requirements for good practices the manyf
the certificate are those included in Qua,hty .gufance of Pharmaceutlcahz*" compendium of
gilidelines and related materials . Good cturing gBracdtices and inspdktion. Volume 2,
1999. World Health Organization, Geneva a i }
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FOOD & DRUG ADMINTSTRATION MAHARASHTRA STATE, MUMBALI 400 051

CERTIFICA'E 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 : COPP/CERT/KD/141736/2024/11/52133/249491
Exporting Country : INDIA
Importing Country : SYRIA

1. Name and dosage form of product  : XYPROL-T INJECTION
METOPROLOL INJECTION BP

1.1 Active ingredient(s)2 and amount (s) per unit dose 3 Each ml co_ntains; -

Metoprolol Tartrate BP I mg

For complete qualitative composition including excipients 4 As per Annexure

1.2 Is this product licensed to be placed on the market for use in the exporting country 2 Yes

No

Valid Upto :17 Jun 2027

7 :
1.3 Is this product actually on the market in the exporting country ? Yes M No Unknown

2A.1 Number of product license:’ KD74 In Form 28
and date of issue: 17 Sep 2004
2A.2 Product License holder (Name and address) :
CIRON DRUGS & PHARMACEUTICALS PVT. LTD. N-118,118/1,
119,119/1,119/2,113 MIDC, TARAPUR, BOISAR, PALGHAR
401506 MAHARASHTRA STATE, INDIA

producing the dosage form is:

2A.4 Is summary basis of Approval appended P
S|

Yes No
2A.5 s the attached, officially approved product information complete and
consonant with the license ?!!

Yes L__l No Not Provided
2A.6 Applicant for certificate if different from License holder 12

Not Applicable

2B.1 Applicant for certificate (name and address) :

2B.2 Status of applicant : .

eRaiz

Not required Not requested Under Consideration Refused
2B.4 Remarks 13

2B.2.1 For categories b and ¢ the name and address of the manufacturer

2A.3 Status of product-license Holder 8 l producing the dosage form is?
X sl ] : - TR
A BLI C 2B.3. Why is marketing authorization lacking ?
2A.3.1 For categories b and ¢ the name and address of the 1 yanufacturer [j'
9

3. Does the certifying authority arrange for periodic inspection of the manufacrurinﬁp__liant in which the dosage form

if no or not applicable proceed to question 4. Yes w No Not Applicable14

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

7
3.2 Has the manufacture of this type of dosage form been inspected ? Yes No D

3.3 Do the facilities and operations conform to GMP as recommended by World Health Organisation

Yes BX0 No [ not Applicable 4 []

015

4. Does the information submitted by the applicant satisfy the certifying authority on all aspects of the manufacture of the product 216

Yes @ No

It no, explain :

Address of certifying authority :
Food & Drug Administration, M.S.
Bandra-kurla Complex,

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

Tel: +91-22-26592363/64/65

Fax: +91-22-26591959
SRIC1831417362024101597]

Name of the Authorised person : D. R. GAHANE

Signature :

Stamp and Date : Joint Commissio!

Authority

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

Maharashtra State, India

Date:15 Oct 2024

Il
il
Il
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GENERAL INSTRUCTION :

Please refer to the guidelines for full instfuction 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.

W

~

10.

11.

12.

14.

16.

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 information for different dosage forms and different strengths can
vary.

Use, whenever possible, International Nonproprietary Names (INNS) 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

(¢) 1s 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-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 product Licence. If the production site is changed the Licence must be updated or it will cease to be
valid.

This refers to the document, prepared by some national regulatory authorities, that summarizes the on which
the product has been licensed.

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

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.

. 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) the product has been reformulated with a view to improving its stability under tropical conditions:

(c) the product has been reformulated 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.

Not applicable means that the manufacture is taking place in a country other than that issuing the product

certificate and Inspection is conducted under the aegis of the country of manyfaete

The requirements for good practices in the manufacture and quality ¢ to the certificate
are those included in the thirty- second report of the Expert Comn armaceutical
Preparations (WHO Technical Report Series, No.823 , 1992 AShex 1) Recommen f\specifically
applicable to biological = products have been formulated by ' i 1\Biological
Standardization (WHO Technical Report Series , No . 822, 1992 a2 %

The Section is to be completed when the product - licence holg 1‘7‘i) ;: i % o b} or (c) as

described in note 8 above. It is of particular importance
manufacture of the product . In these circumstances the appllcht-g\h@uld supply aﬂlfym aufiority with
information to identify the contracting parties respon31ble for each e of manufac e of the ﬁﬁl =

-~

The layout for this Model Certificate is available on diskette in Word Perfect Wy iﬁe Dzmm@‘"

Policies. World Health Organization, 1211 Geneva 27, Switzerland.

& Management and
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Generic Name
Brand Name
Dosage form
Pack Type
Pack Size(s)

Name & Address
of Manufacturer

Name & Address
of Importer

Registration No
Type of

Registmtioﬁ
Previous

Registration Mo Gf

applicable)
Schedule

Maximum retail
* price per unit

: LabetalolHydroclﬂondeln.xechonUSP’img!ml

Natlonal Med:cmes Rsegulatory Authonty
/St Lanka

Schedule 111

C'ERTEICATE OF ﬂGISTRATION GF AMEDICINE

Solution for Injection Shelf Life : 36 Months

;- Amber Color Vial USP Type I

-~

10 % 20 ml vial

Ciron Drugs & Pharmaceuticals (Pvt) Ltd , N-118, 118/1, 119, 119/1, 11972, 113 MIDC, Tarapur Boisar,

. Palehar.401306, Maharashtra State. India

Cevoka ( Pyt) Lid. No.35. Negombo Road, Pel..x..g....gﬁ.n Lanka,
Date of
© M-012649-FR Registration : 06.11.2023
¢ Full Period of Validity : From._06.11.2023 To 05.11.2028

: IIB

Full registrafion shall be valid for a pencd of 5 years unless earlier suspended or cancelled.

* Date of issue of certificate
Number and date of receipt for fees pald

Thig cerfificate ie cubiant fo onniRiene e as /el

15.11.2023
TINA20171
13112023 _
- M/4SS6/RR- D/2023 BTN e
A Lo Natiomal Medmum;z.eguw: Autharity

WA
A

-~ Regulation9 -
No_ M—OD.MQ—FR '
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