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Office of The Cammissioner, '
Food & Drugs Administration /M.S.
Bandra — Ku:la Complex,

Bandra (E), '

Mumbai — 400 051

Date :-20 Sej» 2024

CERTIFI(_TA’I'E OF GOOD MANUFACTURING PRACTICES

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

(General instructions and explanatory notes aftached).
Certificate No.: NEW-WHO-GMP/CERT/PD/1 38936/2024/11/51724

On the basis of the inspection carried out on 25 & 26 July 2024 * ,we certify that the site
indicated on this Certificate complies with Good Manufacturing Fractices for the dosage
forms, categories and activities listed in Table 1.

1. Name of the Firm : EMCURE PHARMACEUTICAL.S LTD
Address : PLOT NO. P1 AND P2, I.T.B.T. PARK PHASE-II,
M.L.D.C. HINJAWADI PUNE 411057 MAHARASHTRA
STATE, INDIA :
2. Licence No. ‘ - PD149 In Form 25,

PD101 In Form 28

Table 1
Sr.No, Dosage Form(s) Categor(ies) Activity(ies)
1 General ( Other than Production, Filling, Packing,
Capsules Cephalosporins, Penicitlin, labelling, Quality Control,
B B Cylotoxic, Hormones ) |Quality Assurance - -
General ( Other than Praguction, Filling, Packing,
Liquid Injection ( SVP ) Cephalospaorins, Penicillin, labniling, Quality Control,
o [(Oytoloxic,Hormones) |Quulity Assurance |
General ( Other than Production, Filling, Packing,
Cephalosporins, Penicillin, labelling, Quality Control, -
—_______ [Cytotoxic, Hormones)  |Quality Assurance -
Heie for General ( Other than‘ Proqluction, Fil!ing. Packing,
lons/Syrups Cephalosporins, Penicillin, Iabel!ing. Quality Control,
A PHojootormones ) [Quality Assurance
\\j : \\‘A-.I' ‘1“ﬁ A Praduction, Filllingé Packling,
a6 es laballing, Quality Control,
_AN%R MQHAN MA THE Qu;-u!izy?é\ssurar%e
MANAGER B S '

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

This certificate remains valid until 19 Sep 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 cerlifying authority : Name of tha Authorised person : D. R. GAHAMN =
Food & Drug Administiulio T .
Bandra-kurla Complex '
Bandra (E), Mumbal
Maharashtra,iND}
Tel: +91-22-26500

Fax: +01-22-28
1CMELT 1138936202 1]
AL LTD - NEW-WIH
1L/51720

Signalure : e
Stamp and Date : Joint Commissioner (HQ) & Con olling ,
Authority <t
Food & Drug Adminlstration, M.S.
Bandra (E), Mumbai. Al

Maharashtra State, India
Date:20 Sep 7024
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Explanatory notes

1. This certificate which is in the format recommended by WHO, cc"f’tiﬁcs the status of the site listed
in point 1 of the certificate, .

2. The certification number should be traceable within the rcgulatory authority issuing the
certificate,

3. 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.

4. 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 B
Hormone Production,  Packaging,  Quality
. | control. \
Injectables - Penicillin Repackaging & Labelling.
Cefalosporin Aseptic preparation. Packaging,
- Labelling. o
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.
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LIST OF PRODUCT APPROVED UNDER WHO GMP!

No, of certificate : NEW-WHO- VALID UPTO 119 S¢p 2027
GMP/CERT/PD/138936/2024/11/51720 J [ |
Name of Manufacturing Firm : EMCURE PHARMACEUTICALS LTD
PLOT NO. P1 AND P2, LT.B.T. PARK PHASE-II,
M.LD.C. HINJAWADI PUNE 411057 { FRAY
MAHARASHTRA STATL:, INDIA \ '
Drug License No i PD149 In Form 25, PD101
In Form 28
Sr.No.| Name of the Product | Composition e I
121 IFoseal —800 |Each film coated tablet contains [
‘Sevelamer Hydrochloride Tablets  |Sevelamer Hydrochloride 800 mg | i
‘ {800 mg [Excipients gs \
. f
| 122 Funguard 100 Each capsule contains

Itracnnazole Capsules USP 100 mg  |Itraconazole USP 100 mg
.Excipients as

‘ ECoIour:Approved colours used in the capsule shell,
123 Game ‘Each enteric coated tablet contains

5.(-) Pantoprazole Tablets 20 mg  |S(-) Pantoprazole Sodium Equivalent to S (-) Pantoprazole 20 mg
IE)(cipients gs

|Colour:Red Oxide of Iron, Yellow Oxide of Iron & Titanium Dioxide USP
124 |Hongoitra 100 Each capsule contains
‘ Itraconazole Capsules USP 100 mg |itraconazole USP 100 mg

Exciplents gs

Ill ' I;Colour::l\;:n_I:uro\.r:eci colours used in the capsule shell.

| 125 |INBEC iEach film coated tablet contains:

IAbaca\rir, Dolutegravnr and Abacavir Sulphate USP equivalent to Abacavir 600 mg
Dolutegravir Sodium eguivalent to Dolutegravir 50 mg
Lamivudine LISP 300 mg

Excipients gs

{Colour:Titantum Dloxlde USP, Indigo Carmine Aluminum Lake
lﬁ?) nfﬁfs g |7 | Ikach Flim Coated Tablet Contalns
‘profe’rrﬁblets 25 mg Dexketoprofen Trometamo! equivalent to Dexketoprofen 25 mg

H-"\RA- ¢ €/ Excmlents qs
o A LSS N A ALY b
A) S 'Fr: m Dioxide USP
- ’;\ ANDAR MOHAN .0ated Tablet Contains
egravir Tablets 5%ANAGEholutegravlr Sodium Equivalent to Dolutegravir 50 mg |
Excsplents gs

A

| Colour: Titanlum Dioxide USP, Indigo Carmine Aluminum Lake |
128 |traconazole Emcure [Each hard gelatin capsule contains |
|ltraconazole Capsules USP 100mg | itraconazole USP 100 mg

| 11121314151617181920 ..

Excipients gs ‘

Address of certifying authority : Name of the Authorised person : D. R, GAHAILI#E________

Food & Drug Administration, M.S. — 7-

Bandra-kurla Complex, i

Bandra (E), Mumbai — 400 051. Slgnature ; —

Maharashtra. INDIA Stamp and Date : Joint Commissioner (HQ) & Controlling uthorlty

Tel: +01-22-26502363/64 Food & Drug Administration, M.S. A ,-.!,-)!
Fax: +91-22-26591959 Bandra (E), Mumbal. Uis
AciEl1113693620240920 Maharashtra State, India

CMCURE PHARMACCUTICALS LTD - NEW-WHO- 4

GMPICERT/PD/138;36/2024/11/51720 i Dale:20 Sep 2024
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LIST OF PRODUCT APPROVED UNDER WHO GMP!

No. of certificate NEW- WO VALID UPTO :19 Sep 2027
GMIYCERT/12D/138936/2024/11/51720
Name of Manufacturing Firm : EMCURE PHARMACRUTICALS L.TD

PLOTNO. P1 AND P2, LT.B.T. PARK PHASE-II,
M.LD.C. HINJAWADI PUNE 411057

MAHARASHTRA STATE, INDIA \
Drug License No : PD149 tn Form 25, PDI0]
In Form 28
Sr.No. Name of the Product Compuosition ;
193 Wonavir |Each fllm coated tablet contalns
|Efavirenz, Emtricitabine and Efavirenz USP 600 mg
[Tenofovir Disoproxil Fumarate |Emtricitabine 200 mg
‘ iTablet.-i 600/200/300 mg) Tenofovir Disaproxil Fumarate ....300 mg Equivalent to Tenofovir Disoproxil
| 1245 mg

Excipients qs

| [ Calour:Titanium Dioxlde USP
‘ 194 'rxceptn Each film coated tablet contalns

Mycophenolate mofetii 500mg | Mycophenolate Mofetil Ph.Eur 500 mg
film-coated tablets Excipients gs
1

1 | ‘Colour:Black Iron Oxide, Red Iron Oxide, Yellow Iron Oxide & Titanlum Dloxide

| 'Ph. Eur.
161718192021 22 23 24 25

Address of centifying aulliorty ; " Name of the A'mhaf'i'sgaﬁss.rsdh :D. R. GAHANE

oo & Drug Administration, M5, /C t
Bandra-kurla Complex, Slgnature - e

B M i —400 051,

M‘;‘,’A‘:?;ﬁft’;&,,ﬂg,": el Stamp and Date : Joint Commlssionar 101} & Controlling Authority
Tel: +81-22-26592363/64 Food & Drug Administration, M.S.

Fax: +91-22-26591959 Bandra (E), Mumbal.

1CME1 111 20240

EHCRE PIBI::ilGACEUTTgC?;\OlS LTD - NEW-WHO- Maharashtra State, Indla
GMP/CERT/FD/138936/2024/11/51720 - Date:20 Sep 2024
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