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Office of The: Commissioner,

Food & Drugs Administration M.S.
Bandra — Ku:la Complex,

Bandra (E), '

Mumbai — 400 051

Date :-20 Sep 2024

(B

1 1. Name of the Firm
Address

2. Licence No.

I CERTIFICATE OF GOOD MANUFACTURING PRACTICES
This Certificate conforms to the format recommended by the World Health Organization.
I (General instructions and explanatory notes atfached).

Certificate No.: NEW-WHO-GMP/CERT/PD/138936/2024/11/5172%

i 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.

EMCURE PHARMACEUTICALS LTD

PLOT NO. P1 AND P2, I.T.B.T. PARK PHASE-II,
M.1.D.C. HINJAWADI PUNE 411057 MAHARASHTRA
STATE, INDIA 5

PD149 In Form 25,

PD101 In Form 28

I Table 1
Sr.No. Dosage Form(s) Categor(ies) Activity(ies)
1 General ( Other than Production, Filling, Packing,
p Capsules Cephalosporins, Penicillin, labelling, Quality Control,
Cytotoxic, Hormones ) Quality Assurance
2 General ( Other than Proguction, Filling, Packing,
Liquid Injection ( SVP ) Cephalospeorins, Penicillin, labniling, Quality Control,
Cytotoxic, Hormones ) Quniity Assurance
3 General ( Other than Production, Filling, Packing,
Tablets Cephalosporins, Penicillin, labelling, Quality Control, -
Cytotoxic, Hormones ) Quality Assurance ) )
4 General ( Other than Production, Filling, Packing,
: g{};: :r:/;?:r::/fso;rup e Cephalosporins, Penicillin, labelling, Quality Control,
Cytotoxic, Hormones ) Quality Assurance
5 Praduction, Filling, Packing,
Tablets Hormones labelling, Quality Control,
Quality Assurance

compliance with GMP.

Address of certifying autherity :

Bandra (E), Mumbai
Mabharashtra,|INDIA
Tel: +91-22-26593368
Fax: +91-22-265943

e e

The responsibility for the quality of the individual batches of the tharmaceutical 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

{

Stamp and Date : Joint Commissioner (HQ) & Conffrolling .
Authority

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

Maharashtra State, India .
Date:20 Sep 724 +




Explanatory notes

This certificate which is in the format recommended by WHO, ccr’tlﬁeo the status of the site listed

1
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. Tablel
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 & L4belhng
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. —

5. The certificate remains valid until the specified date. Thg/te
activities and/or categories certified are changed or if thg
compliance with GMP.

. ‘\. .
._. eris no longer consmlem

The requirements for good practices the manufacture afy

qua[uy m% rugs rde bd\

the certificate are those included in Quality Assurance @ F{hanmceuhc&ﬂsv , compe of
guidelines and related materials-. Good manufacturing fractizes and Vispection. ul-l g2,
1999. World Health Organization, Geneva and subsequenty P Iy
A
-
ﬁr\l“f\f‘i/
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LIST OF PRODUCT APPROVED UNDER WHO GMP! ‘

No. of certificate

Name of Manufacturing Firm

NEW-WHO- VALID UPTO :19 Sep 2027
GMP/CERT/PD/138936/2024/11/51720

EMCURE PHARMACEUTICALS LTL!

PLOTNO. P1 AND P2, I.T.B.T. PARK FHASE-II,

M.LD.C. HINJAWADI PUNE 411057

MAHARASHTRA STATE, INDIA
Drug License No PD149 In Form 25, PD101
In Form 28
Sr.No. Name of the Product Conl{position :

1
Acarbose Tablets 50 mg.

Each uncoated tablet contains
Acarbose Ph.Eur 50 mg
Excipients gs

Albendazole Tablets USP 400 mg

Each film coated tablet contains
Albendazole USP 400 mg .
Excipients gs

Colour:Titanium Dioxide USP

Apixaban Tablets 2.5 mg

Each film coated tablet contains s
Apixaban 2.5 mg .
Excipients gs

Colour:Titanium Dioxide USP and Yellow Iron Oxide

. |Apixaban Tablets 5 mg

Each film coated tablet contains
Apixaban 5 mg _
Excipients gs “

Colour:Titanium Dioxide USP and Red Iron Oxide

Atazanavir Capsules 200 mg

Each hard gelatin capsule contains
Atazanawr Sulphate Equivalent to Atazanavnr 200 mg

Baclofen Tablets 10 mg.

Each tablet contains ,.‘f
Baclofen Ph.Eur 10 mg
Excipients gs

Baclofen Tablets 25 mg

Each tablet contains
Baclofen Ph.Eur 25 mg
Excipients gs

Bilastine Tablets 10 mg

Each tablet contains
Bilastine 10 mg
Excipients gqs

12345678910..

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

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

Tel: +91-22-26592363/64

Fax: +91-22-26591959
1CME11113893620240920

EMCURE PHARMACEUTICALS LTD - NEW-WHO-
GMP/CERT/PD/138936/2024/11/51720

Name of the Authorised person : D. R. GAHANE

Signature ;
Stamp and Date : Joint Commissioner ( & Contro{ling Authbrity
Food & Nrug Administration, M.S.

Bandra {€), Miumbai.

Maharashtra State, India
Date:20 Sep 2024

-}
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LIST OF PRODUCT APPROVED UNDER WHO GMP} ‘

No. of certificate

Name of Manufacturing Firm ¥

NEW-WHO- VALID UPTO :19 Sep 2027
GMP/CERT/PD/138936/2024/11/51720 B
EMCURE PHARMACEUTICALS LTD ¥

PLOT NO. P1 AND P2, I.T.B.T. PARK PHASE—II
M.L.D.C. HINJAWADI PUNE 411057
MAHARASHTRA STATE, INDIA

Drug License No PD149 In Form 25, PD101 !
In Form 28
Sr.No. Name of the Product Composition
9 . Each Tablet Contains .
Bilastine Tablets 20 mg Bilastine 20 mg
Excipients gs
10 Each prolonged release tablet contains
Carbamazepine 200 mg Prolonged |Carbamazepine Ph.Eur 200 mg .
Release Tablets Excipients gs !
g
1 Each tablet contains .
Cinacalcet 30 mg film-coated Cinacalcet (as hydrochloride) 30 mg
tablets Excipients gs r
Colour:Titanium Dioxide Ph. Eur.,, Indigo Carmine Aluminum Lake, Yellow Iron
Oxide NF
12 Each tablet contains
Cinacalcet 90 mg film-coated Cinacalcet (as hydrochloride) 90 mg
tablets Excipients gs '
Colour:Titanium Dioxide Ph. Eur., Indigo Carr'j(Lue Aluminum Lake, Yellow Iron
Oxide NF
13 Each film coated tablet contains
Cinacalcet tablets 30 mg Cinacalcet Hydrochloride Equivalent to Cinacalcet 30 mg
Excipients gs
Colour:Titanlum Dioxide Ph. Eur., Indigo Carmine Aluminum Lake, Yellow Iron
Oxide NF
14 Each film coated tablet contains o
Cinacalcet Tablets 30 mg Cinacalcet Hydrochloride Equivalent to Cinacéblcet 30 mg
Excipients gs X )
Colour:Titanium Dioxide USP, Indigo Carmine Alumlnum Lake, Yellow Iron
. Oxide i 1
15 Each film coated tablet contains :
Cinacalcet tablets 60 mg Cinacalcet Hydrochloride Equivalent to Cinacalcet 60 mg
Excipients qs
Colour:Titanium Dioxide Ph. Eur., Indigo Carmine Aluminum Lake, Yeliow Iron
Oxide NF S
16 Each film coated tablet contains it
Cinacalcet Tablets 60 mg - Cinacalcet Hydrochloride Equivalent to Cinacalcet 60 mg
Excipients qs '
golzur :Tltanium Dioxide USP, Indigo Carmine Alumlnum Lake, Yellow Iron
xide

12345678910.. /

Address of certifying autheffify
Food & Drug Administrg M{
Bandra-kurla Comple; <‘

Bandra (E), Mumbai 051
Maharashtra INDIAJ, 2*
Tel: +91-22-26592 :1‘5(64
Fax: +91-22-265919
1CME11113893620240920 \
EMCURE PHARMACEUTIC -. L NEW-WHO-
GMPHCERTJPD}!.’%B%&HO l‘fii?lﬂ

\

a’;?)' = Authorised person : D, R, GAHANE -

B Signature :

AR\ amp and Date : Joint Commissicner (HQ) ntrolling Authority

' 2\ Food & Drug Ad.Finistration, M.S.
} =1 Bandra (E), Mumpai.
3 Maharashtra State, Indla
)) Date:20 Sep 2024
» .
r '




No. of certificate
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LIST OF

Name of Manufacturing Firm

PRODUCT APPROVED UNDER WHQ GMP!

NEW-WHO- © VALID UPTO:19 Sep 2027
GMP/CERT/PD/138936/2024/11/51720

EMCURE PHARMACEUTICALS LTD

PLOT NO. P1 AND P2, LT.B.T. PARK PHASE-II,

M.LD.C. HINJAWADI PUNE 411057

MAHARASHTRA STATE, INDIA

Clopidogrel Tablets USP 75 mg

Drug License No PD149 In Form 25, PD101 "
In Form 28
Sr.No. Name of the Product Composition '
17 Each film coated tablet contains
Cinacalcet Tablets 90 mg Cinacalcet Hydrochloride Equivalent to Cinacalcet 90 mg

Excipients gs
Colour:Titanium Dioxide USP, Indigo Cafrmine Aluminum Lake, Yellow Iron
Oxide

18

Each film coated tablet contains 1t
Clopidogrel Bisulfate USP Equivalent 1.1.Clopidogrel 75 mg
Excipients gs

Colour:Red Oxide of Iron and Titanium Dioxide USP

19

Dapsone 100 mg Tablets

Each Tablet Contains
Dapsone Ph.Eur 100 mg
Excipients gs

20

Dapsone 50 mg Tablets

Each Tablet Contains
Dapsone Ph.Eur 50 mg
Excipients gs

21

Dexketoprofen Tablets 25 mg

Each film coated tablet contains :
Dexketoprofen Trometamol equivalent to Dexketoprofen 25 mg
Excipients gqs :

1

Colour:Titanium Dioxide Ph. Eur. @

22

* |Diltiazem Hydrochloride Extended

Release Capsules USP 120 mg

Each Extended Release Hard Gelatin C‘.hsule Contains
Diltiazem Hydrochloride USP 120 mg .
Excipients gs

Colour:Approved colours used in the capsule shell.

Diltiazem Hydrochloride Extended
Release Capsules USP 240 mg

23 Each Extended Release Hard Gelatin Capsule Contains
Diltiazem Hydrochloride Extended |Diltiazem Hydrochloride USP 180 mg
Release Capsules USP 180 mg Excipients gs
Colour:Approved colours used in the capsule shell.
24

Each Extended Release Hard Gelatin Capsule Contains
Diltiazem Hydrochloride USP 240 mg
Excipients gs

Colour:Approved colours used in the capsule shell.

Maharashtra,|

Tel: +91-22-26592 ¢

Fax: +91-22-2] 578
1CME11113893620 44097 ML
EMCURE PHARMACE LTD - NEW-\Fty.~*

GMP/CERT/PD/1389

24(11/51720

of the Authorised person : D. R. GAIANE ) )

Signature : /”’_’C—"/J’

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

Maharashtra State, India
Date:20 Sep 2024

Stamp and Date : Joint Comimissioner (HQ) & Controlling Authority
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No. of certificate

LIST OF

Name of Manufacturing Firm

PRODUCT APPROVED UNDER WHO GMP!

NEW-WHO-
GMP/CERT/PD/138936/2024/11/51720
EMCURE PHARMACEUTICALS LTD -
PLOT NO. P1 AND P2, LT.B.T. PARK PHASE-II,

M.LD.C. HINJAWADI PUNE 411057

MAHARASHTRA STATE, INDIA

VALID UPTO :19 Sep 2027

Drug License No PD149 In Form 25, PD101
In Form 28
Sr.No. Name of the Product i Composition
25 Each Extended Release Hard Gelatin Capsule Contains
Diltiazem Hydrochloride Extended |Diltiazem Hydrochlorlde USP 300 mg
Release Capsules USP 300 mg Excipients gs
Colour:Approved colours used in the capsule sheli,
26 Each Extended Release Hard Gelatin Capsule Coistains
Diltiazem Hydrochloride Extended |Diltiazem Hydrochloride USP 360 mg
Release Capsules USP 360 mg Excipients gs
Colour:Approved colours used in the capsule shell,
27 . Each film coated tablet contains
Dolutegravir Tablets IP 50 mg Dolutegravir Sodium IP equivalent to Dolutegravir 50 mg
Excipients gs
Colour:Titanium Dioxide IP, Indigo Carmine Alum:hum Lake
28 Each film coated tablet contains
Dolutegravir, Lamivudine and Dolutegravir Sodium Equivalent to Dolutegravir 50 mg 3
Tenofovir Disoproxil Fumarate Lamivudine USP 300 mg
Tablets (50/300/300 mg). Tenofovir Disoproxil Fumarate (Equivalent to Tenofovir Disoproxil .. 245 mg)
300 mg
Excipients gs
Colour:Titariium Dioxide USP
29 Each film coated tablet contains
Dolutegravir, Lamivudine and Dolutegravir Sodium IP equivalent to Dolutegra\:}r 50 mg
Tenofovir Disoproxil Fumarate Lamivudine IP 300 mg .
Tablets IP (50/300/300 mg) - Tenofovir Disoproxil Fumarate IP (Equivalent to !zt.ofovir Disoproxil .... 245
mg) 300 mg .
Excipients gs '
Colour:Titanium Dioxide [P
30 Each capsule contains
Duloxetine Gastro Rasistant Duloxetine Hydrochloride Ph. Eur. Equivalent to Duloxetine 30 mg
Capsules 30 mg Excipients gs
Colour: Approved colours used in the capsule she!',
31 Each capsule contains
Duloxetine Gastro Resistant Duloxetine Hydrochloride Ph. Eur. Equivalent to Duloxetine 60 mg
Capsules 60 mg Excipients gs
Colour: Approved colours used in the capsule shell, ‘
32 Each flim coated tablet contains
Dydrogesterone Tablets BP 10 mg  |Dydrogesterone Ph.Eur 10 mg
Excipients gs
Colour:Titanium Dioxide Ph. Eur, w_ (’\‘
12345678910, ' \

Address of certifying authority ;

Food & Drug Administration, M.S.
Bandra-kurla Complex, ‘
Bandra (E), Mumbai — 400 051. ‘
Maharashtra,INDIA.

Tel: +91-22-26592363/64

Fax: +91-22-26591959
1CME11113893620240920

EMCURE PHARMACEUTICALS LTD - NEW-WHO-
GMP/CERT/PD/138936/2024/11/51720

Name of the Authorised person : D. R. GAHANE

Signature :
Stamp and Date : Joint Commissioner (HE onirolling Authgrity
Food & Drug Administration, M.S.’
Bandra (E), Mumbai.

Maharashtra State, ndia °
Date:20 Sep 2024




No. of certificate

Name of Manufacturing Firm

Drug License No

LIST OF PRODUCT APPROVED UNDER WHO GMP!

NEW-WHO-
GMP/CERT/PD/138936/2024/11/51720
EMCURE PHARMACEUTICALS LTD
PLOT NO. P1 AND P2, LT.B.T. PARK PHASF-II,
M.I.D.C. HINJAWADI PUNE 411057 .
MAHARASHTRA STATE, INDIA

PD149 In Form 25, PD101

In Form 28

" VALID UPTO :19 Sep 2027

Food & Drug Administration, M.S.
| Bandra-kurla Complex,

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

Tel: +91-22-26592363/64

Fax: +91-22-26591959
1CME11113893620240920
EMCURE PHARMACEUTICALS LTD - NEW-WHO-

I | GMP/CERT/PD/138936/2024/11/51720

Sr.No. Name of the Product Composition
33 Composition per syringe
Enoxaparin Sodium Injection USP  |Enoxaparin Sodium Ph.Eur 100 mg
100 mg /1 mL Sodium Hydroxide USP gs
Water for Injection USP q.s. to 1 ml
34 Composition per syringe
Enoxaparin Sodium Injection USP  [Enoxaparin Sodium Ph.Eur 20 mg
20mg/0.2mL Sodium Hydroxide USP gs
Water for Injection USP q.s. to 0.2 ml
35 Composition per syringe
Enoxaparin Sodium Injection USP  |Enoxaparin Sodium Ph.Eur 40 mg
40 mg /0.4 mL Sodium Hydroxide USP gs
. Water fordnjection USP q.s. to 0.4 ml
36 Composition per syringe
Enoxaparin Sodium lnjectiqn USP  |Enoxaparin Sodium USP 40 mg
40mg/0.4mi Sodium Hydroxide USP - gs
Water for Injection USP q.s.to 0.4 ml
37 Composition per syringe N
Enoxaparin Sodium Injection USP  |Enoxaparin Sodium Ph.Eur 60 mg
60 mg /0.6 mL Sodium Hydroxide USP gs
Water for Injection USP q.s. to 0.6 mi
38 Composition per syringe
Enoxaparin Sodium Injection USP  |Enoxaparin Sodium USP 60 mg
60mg/0.6ml Sodium Hydroxide USP - gs
Water for Injection USP q.s.to 0.6 mi
39 Composition per syringe
Enoxaparin Sodium Injection USP  [Enoxaparin Sodium Ph.Eur 80 mg
80mg/0.8mL Sodium Hydroxide USP gs
Water for Injection USP q.s. to 0.8 mi
40 Each film coated tablet contains
Eszopiclone Tablets USP 1 mg Eszopiclone USP 1 mg
, Excipients qs
Colour:Indigo Carmine Aluminium Lake, Tit:nium Dioxide
12345678910... ™5
Address of certifying authority : Name of the Authorised person : D. R. GAHANE

Signature :
Stamp and Date : Joint Commissioner (HQ) & Controlling Autiterity
Food & Drug Administration, M.S.

Bandra (E), Mumbal.
Maharashtra ntate, India
Date:20 Sep 2024




No. of certificate

Name of Manufacturing Firm

Drug License No

LIST OF PRODUCT APPROVED UNDER WHO GMmP!

NEW-WHO- i
GMP/CERT/PD/138936/2024/1 1/51720 4
EMCURE PHARMACEUTICALS LTD:
PLOT NO. P1 AND P2, I.T.B.T. PARK PHASE-I,
M.I.D.C. HINJAWADI PUNE 411057
MAHARASHTRA STATE, INDIA
PD149 In Form 25, PD101

In Form 28

VALID UP TO :19 Sep 2027

Sr.No. Name of the Product

Composition |

41
Eszopiclone Tablets USP 2 mg

Each film coated tablet contains
Eszopiclone USP 2 mg _
Excipients gs X |

Colour:Titanium Dioxide

42
* |Eszopiclone Tablets USP 3 mg

Each film coated tablet contains
Eszopiclone USP 3 mg
Excipients gs A

g

Colour:Indigo Carmine Aluminium Lai<e, Titanium Dioxide

| Fingolimod Capsules 0.5 mg.

43 Each film coated tablet contains
Febuxostat Tablets 80 mg Febuxostat (as Febuxostat Hemlhydrate) 80 mg
Excipients gs
Colour:Titanium Dioxide Ph. Eur., Tartrazine Aluminum Lake, Brilliant Blue FCF
Aluminum Lake, Indigo Carmin
44

Each hard gelatin capsule contains
Fingolimod as Fingolimod Hydrochlsride 0.5 mg
Excipients gs

Colour:Approved colours used in the capsule shells,

’ 45
i Flecainide acetate 100 mg tablets

Each uncoated tablet contains
Flecainide Acetate Ph.Eur 100 mg
Excipients gs

46

Flecainide acetate 50 mg tablets

Each uncoated tablet contains
Flecainide Acetate Ph.Eur 50 mg
Excipients gs

47
Itraconazole Capsules USP 100 mg

Each capsule contains
ltraconazole USP 100 mg
Excipients gs

Colour:Approved colours used in the capsule shell.

48
Leflunomide Tablets 10 mg

Each uncoated tablet contains
Leflunomide Ph.Eur 10 mg
Excipients gs

12345678910..

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

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

Tel: +91-22-26592363/64

Fax: +91-22-26591959
1CME11113893620240920

EMCURE PHARMACEUTICALS LTD - NEW-WHO-
GMP/CERT/PD/138936/2024/11/51720

Name of the Adthorised person : D. R. GAHANE

Signature :
Stamp and Date : Joint Commissioner (HQ) & Cont
Food & Drug Administration, M.S.

Bandra {E), Mumbai.

Maharashtra State, India .
Date:20 Sep 2024 !
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No. of certificate

Name of Manufacturing Firm

LIST OF PRODUCT APPROVED UNDER WHO GMP! -

NEW-WHO-

GMP/CERT/PD/138936/2024/11/51720 ]
EMCURE PHARMACEUTICALS LTD
PLOT NO. P1 AND P2, I.T.B.T. PARK PHASE-II,

VALID UP TO :19 Sep 2027

]

M.L.D.C. HINJAWADI PUNE 411057 .
MAHARASHTRA STATE, INDIA !
Drug License No PD149 {n Form 25, PDi01
In Form 28
Sr.No. Name of the Product Composition
49 | Each uncpated tablet contains
Leflunomide Tablets 20 mg Leflunomide Ph.Eur 20 mg i
Excipients gs
50 Each uncoated tablet contains
Midodrine Hydrochloride Tablets |Midodrine Hydrochloride 2.5 mg
2.5mg Excipients gs i
51 Each uncoated tablet contains )
Midodrine Hydrochloride Tablets 5 |Midodrine Hydrochloride 5 mg
mg Excipients gs
Colour;Sunset Yellow FCF Aluminum Lake
52 Each tablet contains
Modafinil Tablets USP 100 mg Modafinil USP 100 mg
Excipients qs
53 Each film coated tablet contains
Mycophenolate mofetil 500 mg Mycophenolate Mofetil Ph.Eur 500 mg
ﬁlm'coated tab|etS Excipients qs
. Colour: Black Iron Oxide, Red Iron Oxide, Yellow Iron Oxide & Titanium Dioxide
Ph. Eur.
54 Each Hard Gelatin Capsule Contains
Mycophenolate Mofetil Capsules | Mycophenolate Mofetil Ph.Eur 250 mg
250 mg Excipients gs
Colour:Approved Colours used in the caps:le shell
55 Each film coated tablet contains
Mycophenolate Mofetil Tablets 500 | Mycophenolate Mofetil 500 mg
mg Excipients s
Colour:Black Iron Oxide, Red Iron Oxide, Yellow Iron Oxide & Titanium Dioxide
Ph, Eur. .
56 Each gastro resistant tablet contains
Mycophenolic acid 180 mg gastro- |Mycophenolic Acid (As Mycophenolate Sadium) Ph.Eur 180 mg
resistant tab|etS Excipients qs
Colour:Titanium Dioxide Ph. Eut., Iron Oxide Yellow, FD&C Blue #2/ Indigo
Carmine Aluminum Lake ~
12345678910.. \
Address of certifying authority : Name of the Authorised person : D. R. GAHANE
Food & Drug Administration, M.S.
Bandra-kurla Complex,

Bandra,(E), Mumbai -
Mabharashtra,INDIA.
Tel: +91-22-26592363/64

Fax: +91-22-26591959
1CME11113893620240920

EMCURE PHARMACEUTICALS LTD - NEW-WHO- ,
GMP/CERT/PD/133936/2024/11/51720

400 051.

Signature :
*  Stamp and Date : Joint Comm:'s
Food & Drug Administration, M.S.

Bandra (E), fMumbai.

Maharashtra State, India
Date:20 Sep 2024
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No. of certificate

Name of Manufacturing Firm

Drug License No

LIST OF PRODUCT APPROVED UNDER WHO'GMP!

NEW-WHO- ' VALID UPTO :19 Sep 2027
GMP/CERT/PD/138936/2024/11/51720

EMCURE PHARMACEUTICALS LTD

PLOT NO. P1 AND P2, I.T.B.T. PARK PHASE-II,

M.LD.C. HINJAWADI PUNE 411057

MAHARASHTRA STATE, INDIA

PD149 In Form 25, PD10}

In Form 28
Sr.No. Name of the Product emposltwn
57 Each gastro resistant tablet contains
Mycophenolic acid 360 mg gastro- |Mycophenolic Acid {as Mycophenolate Sodium) Ph.Eur 360 mg
resistant tablets Excipients qs '
Colour:Titanium Dioxide Ph. Eur, Iron Oxide Yellow & Iron Oxide Red
58 Each Prolonged Release Tablet Contam-‘
Paliperidone Prolonged Release Paliperidone .3 mg
Tablets 3 mg Excipients gs
Colour:Titanium Dioxide Ph. Eur.
59 Each Prolonged Release Tablet Contains
Paliperidone Prolonged Release Paliperidone 6 mg
Tablets 6 mg Excipients gs
Colour: Tltanlum Dioxide Ph, Eur,Yellow Iron Oxide, Red Iron Oxide
60 Each Prolonged Release Tablet Contains
Paliperidone Prolonged Release {Paliperidone 9 mg
Tablets 9 mg Excipients gs
Colaur;Titanium Dioxidz2 Pri, Zur., Red Iron Oxide
61 Each film coated tablet contains
Rivaroxaban Tablets 10 mg Rivaroxaban Ph.Eur 10 mg
Excipients gs
Colour:Red Oxide of Iron and Titanium Dioxide
62 Each film coated tablet conains .
Rivaroxaban Tablets 15 mg Rivaroxaban Ph.Eur 15 mg
Excipients gs
Colour:Red Oxide of Iron and Titanium Dioxide
63 Each film coated tablet contains
Rivaroxaban Tablets 20 mg Rivaroxaban Ph.Eur 20 mg
Excipients s
Colour:Red Oxide of Iron and Titanium ‘Dioxide
64 Each Orodispersible Tablet Contains
* |Rizatriptan 10 mg Orodispersible  |Rizatriptan [Equivalent to 14.53 mg of Rizatriptan Benzoate Ph. Eur.] 10 mg
Tablets Excipients gs
12345678910...

Address of certifying authority : Name of the Authorised_gers—m_: D_.'E'Q.‘é}-\u'-i._QNE

Food & Drug Administration, M.S.
Bandra-kuda Complex,

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

Tel: +91-22-26592363/64

Fax: +91-22-26591959
1CME11113893620240920

EMCURE PHARMACEUTICALS LTD - NEW-WHO-
GMP/CERT/PD/138936/2024/11/51720

-_—

Signaiure :
Stamp and Dars  Joint GemmissiondF (HQ) & Confrolling Authority
Food & Drug Administration, M.S.

Bandra (E), Mumbai.

aharashtra State, India
Date:20 Sep 2024




LIST OF PRODUCT APPROVED UNDER WHO GMP!

No. of certificate

!Sr.No.

I,65

66

67

68

69

70

71

Name of Manufacturing Firm

Drug License No

Name of the Product

Rizatriptan 5 mg Orodispersible
Tablets

S (-) Amlodipine Besilate Tablets 2.5
ling

S {-) Amlodipine Besilate Tablets 5
mg

S (-) Pantoprazole Tablets 20 mg

Sevelamer Hydrochloride Tablets

1800 mg

Tenofovir Disoproxil Fumarate and

Emtricitabine Tablets (300 / 200
mg)

Teriflunomide Tablets 14 mg

Teriflunomide Tablets 14 mg.

Tel: +91 —22«26 )
Fax: +91-22—ﬂ
1CME11113893620
EMCURE PHARMAC|
GMP/CERT/PD/ 1389

~_|Colour:Titanium Dioxide & Indigo Carmine Aluminum Lake

&

=
LTD - NEW-WHO-
"[]14;{} 1/51720

UQ!

|

__|Colour:Yellow Oxide of Iron

]

NEW-WHO-
GMP/CERT/PD/138936/2024/11/51720
EMCURE PHARMACEUTICALS LTD
PLOT NO. P! AND P2, .T.B.T. PARK PHASE-II,
M.L.D.C. HINJAWADI PUNE 411057
MAHARASHTRA STATE, INDIA

PD149 In Form 25, PD101

In Form 28

VALID UP TO :19 Sep 2027

Composition
Each Orodispersible Tablet Contains N
Rizatriptan [Equivalent to 7.265 mg of Rizatriptan Benzoate Ph. Eur.] 5 mg
Excipients gs

]

Each uncoated tablet contains
S (-) Amlodipine Besilate Equivalent to S (-) Amlodipine 2.5 mg
'Excipients as

Each uncoated tablet contains
S (-) Amlodipine Besilate Equivalent to S (-) Amlodipine 5 mg
Excipients gs

|Colour:Yellow Oxide of Iron
Each enteric coated tablet contains ‘
S (-) Pantoprazole Sodium Equivalent to S (-) Pantoprazole 20 mg
Excipients gs

|Colour:Red Oxide of Iron, Yellow Oxide of Iron & Titanium Dioxide USP
[Each film coated tablet contains

Sevelamer Hydrochloride 800 mg

|Excipients gs

I Each film coated tablet contains
| Tenofovlr Disoproxll Fumarate...300 mg Equlvalent to Tenofovir Disoprox! 245
[mg

Emtricitabine 200 mg

{Excipients gs

Colour:Titanium Dioxide USP
|Each film coated tablet contains
Teriflunomide Ph.Eur 14 mg
Excipients gs

'golo_ur:_'l'itar\ii\ Dioxide, Indigo Carmine Aluminum Lake
Each tablet contains

| Teriflunomide 14 mg

'Excipients gs

of the Authorised person : D. R. GAHANE

Signature :
Stamp and Date Joint Commission€r (HQ) & Contrplling ;-\uthority
Food & Drug Administration, M.S:

Bandra (E), Mumbai.

Maharashtra State, india
Date:20 Sep 2024




. Rl
I— LIST OF PRODUCT APPROVED UNDER WHO GMP!
No. of certificate : NEW-WHO- VALID UP TO :19 Sep 2027
GMP/CERT/PD/138936/2024/11/51720
Name of Manufacturing Firm H EMCURE PHARMACEUTICALS LTD
PLOT NO. P1 AND P2, LT.B.T. PARK PHASE-TI,
M.1LD.C. HINJAWADI PUNE 411057
MAHARASHTRA STATE, INDIA I
Drug License No : PD149 In Form 25, PD101
In Form 28
|
[Sr.No.\ Name of the Product Composition ‘
| 73 | |Each film coated tablet contains |
Tranexamic Acid Tablets 500 mg Tranexamic Acid Ph.Eur 500 mg
Excipients gs
|_ B i . Colour:Titanium Dioxide Ph. Eur.
i 74 Each hard gelatin capsule contains
| Trientine dihydrochloride 250 mg | Trientine {Equivalent to Trientine dihydrochloride 250 mg) 167 mg
capsules Excipients gs
, |Colour:Approved colours used in the capsule shell, _ I
75  |Alencal Tablets 2.5 mg Each uncoated tablet contains
Levoamlodipine Besilate Tablets 2.5| Levoamlodipine Besilate Equivalent to Levoamlodipine 2.5 e
. img | Excipients gs x/o:i‘m .75
|
1 - ~ |Colour:Yellow Oxide of Iron
76  |Alencal Tablets 5 mg |Each uncoated tablet contains
il |Levoamlodipine Besilate Tablets 5 |Levoamlodipine Besilate Equivalent to Levoam
mg Excipients gs
= T . Colour:Yellow Oxide of Iron
77 |Aleron Each film coated tablet contains
Levocctirizine Tablets 5 mg Levocetirizine Dihydrochloride 5 mg
Excipients gs ﬁ*:“‘;i.’.mq
; |Colour:Titanium Dioxide USP ——
| 78 |Asomex-2.5 {Each uncoated tablet contains
| S (-) Amlodipine Besilate Tahlets 2.5|S (-) Amlodipine Besilate Equivalent to S (-) Amlodipine 2.5 mg
mg Excipients gs

79 |Asomex-5 Each uncoated tablet contains
S {-) Amlodipine Besilate Tablets 5 |S (-) Amlodipine Besilate Equivalent to S (-) Amlodipine 5 mg
mg Excipients gs

| Colour:Yellow Oxide of Iron

80 |Asomex-LT Each uncoated tablet contalns

S {-) Amlodipine & Losartan S (-) Amlodipine Besilate equivalent to S (-) Amlodipine 2.5 mg
Potassium Tablets (2.5 / 50 mg) Losartan Potassium USP 50 mg

'Excipients gs

Colour:Lake of Quinoline Yellow

i'12§45a910&

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

Signature :
Bandra (E), Mumbai — 400 051. S
AR T IS Stamp and Date : Joint Commissioiér (HQ) & Contfolling Authority
Tel: +91-22-26592363/64 Food & Drug Administration, M.S.
Fax: +91-22-26591959 Bandra (E), Mumbai.
1CME11113893620240920 Maharashtra State, India
EMCURE PHARMACEUTICALS LTD - NEW-WHO- ’
GMP/CERT/PD/138936/2024/11/51720 Date:20 Sep 2024

= =
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LIST OF PRODUCT APPROVED UNDER WHO GMP!
No. of certificate : NEW-WHO- VALID UPTO :19 Sep 2027 i
GMP/CERT/PD/138936/2024/11/51720
Name of Manufacturing Firm 2 EMCURE PHARMACEUTICALS LTD
PLOT NO. P1 AND P2, [.T.B.T. PARK PHASE-II,
M.I.D.C. HINJAWADI PUNE 411057
MAHARASHTRA STATE, INDIA
Drug License No : PD149 In Form 25, PD101
Tn Form 28
Sr.No.! Name of the Product Composition [ I
| 81 Asomex-LT5 Each uncoated tablet contains "
S (-) Amlodipine & Losartan S (-) Amlodipine Besilate equivalent to S (-) Amlodipine 5 mg
Potassium Tablets (5 / 50 mg) Losartan Potassium USP 50 mg
Excipients gs

_ | Colour:Lake of Quinoline Yellow

82 |ATAHIV-300 |[Each hard gelatin capsule contains
Atazanavir Capsules 300 mg Atazanavir Sulphate Equivalent to Atazanavir 300 mg
Excipients qs

- 83 |Atazor - R Tablets Each film coated tablet Contains
Atazanavir and Ritonavir Tablets Atazanavir Sulphate equivalent to Atazanavir 300 mg

Excipients gs

) i |Colour:Titanium Dioxide USP & Yellow Oxide of Iron
84 |Atazor Capsules 100 mg Each hard gelatin capsule contains

Atazanavir Capsules 100 mg Atazanavir Sulphate Equivalent to Atazanavir 100 mg
|Excipients gs

i
‘ [(300/100 mg) [Ritonavir USP 100 mg
5

Colour:Approved colours used in a capsule shell

85 |Atazor Capsules 150 mg Each hard gelatin capsule contains

|Atazanavir Capsules 150 mg Atazanavir Sulphate Equivalent to Atazanavir 150 mg
Excipients gs

3 . o 3 [_Colgu[:égprogd_colo_urs_ used in a capsule shell
86 |Atazor Capsules 200 mg Each hard gelatin capsule contains
_Atazanavir Capsules 200 mg Atazanavir Sulphate Equivalent to Atazanavir 200 mg

Excipients gs

_ Colour: Approved colours used in a capsule shell

87 |Atazor Capsules 300 mg Each hard gelatin capsule contains

Atazanavir Capsules 300 mg Atazanavir Sulphate Equivalent to Atazanavir 300 mg
Excipients gs

Colour:Approved colours used in a capsule shell

88 |ATAZOR-300 Capsules |Each hard gelatin capsule contains

|Atazanavir Sulfate Capsules 300 mg !Atazanavir Sulfate Equivalent to Atazanavir 300 mg
Excipients gs

|Colour:Approved colours used in a capsule shell.

Address of certifying authority : " Name of the Autho_risecﬁ)er_son_: D. R. GAHANE
Food & Drug Administration, M.S.
Bandra-kurla Complex,

Signature :
B i— .
M:%ggéﬁt);x;g:fl 190/t Stamp and Date : Joint Commission.ei: (H J
Tel: +91-22-26592363/64 Food & Drug Administration, M.S.
Fax: +91-22-26591959 Bandra (E), Mumbai.

1CME11113893620240920 i
EMCURE PHARMACEUTICALS LTD - NEW-WHO- Mah?rashtra State, India
GMP/CERT/PD/138936/2024/11/51720 Date:20 Sep 2024




89

90

91

92

93

No. of certificate

Sr.No.

LIST OF

Name of Manufacturing Firm

Drug License No

Nan_!e_of the Product

|Axaver 2.5
Apixaban Tablets 2.5 mg

|Axaver 5
|Apixaban Tablets 5 mg

Cadence 100
Flecainide acetate 100 mg tablets

|cadence 50
Flecainide acetate 50 mg tablets

Caporiza
[Rizatriptan Orodispersible Tablets
10 mg

Carbaleps
Carbamazepine 200 mg Prolonged
Release Tablets

Cerizine

Levocetirizine Tablets 5 mg

CINALOR30
|Cinacalcet Tablets 30 mg

L 11121314151617181920..,

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

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

Tel: +91-22-26592363/64

Fax: +91-22-26591959
1CME11113893620240920

EMCURE PHARMACEUTICALS LTD - NEW-WHO-
GMP/CERT/PD/138936/2024/11/51720

Excipients gs W R

= T -\%N\
- N v
Each prolonged release tablet contains
Carbamazepine Ph.Eur 200 mg
Excipients qs
Each film coated ;ab_let contains_ s &
Levocetirizine Dihydrochloride 5 mg
[Excipients gs g ’

£
o Ak
~|Colour:Titanium Dioxide USP . (A

Name of the Authorised person :D. R. GAHA!

PRODUCT APPROVED UNDER WHO GMP!

NEW-WHO-
GMP/CERT/PD/138936/2024/11/51720
EMCURE PHARMACEUTICALS LTD
PLOT NO. P1 AND P2, .T.B.T. PARK PHASE-II,
M.I.D.C. HINJAWADI PUNE 411057

VALID UPTO :19 Sep 2027

MAHARASHTRA STATE, INDIA

PD149 In Form 25, PD101

In Form 28

i Composition

.Each film coated_tat;Iet contains
Apixaban 2.5 mg
Excipients gs

Colour:Titanium Dloxide USP and Yellow Iron Oxide
Each film coated tablet contains

| Apixaban 5 mg

Excipients qs

Colour:Titanium Dioxide USP and Red Iron Oxide
|Each uncoated tablet contains

Flecainide Acetate Ph.Eur 100 mg

Excipients gs

Each uncoated tablet contains
Flecainide Acetate Ph.Eur 50 mg
|Excipients gs

Each Orodispersible Tablet Contains
| Rizatriptan [Equivalent to 14.53 mg of Rizatriptan Benzoa

|Each film coated tablet contains
Cinacalcet (as hydrochloride) 30 mg
Excipients gs

Colour:Titanium Dioxide Ph. Eur., Indigo Carmine Aluminum Lake, Yellow Iron
Oxide NF

Signature :
Stamp and Date : Joint Commissioner (HQ) & Controlling Authority
Food & Drug Administration, M.S.
Bandra (E), Mumbai.

Maharashtra State, India
Date:20 Sep 2024




il
LIST OF
No. of certificate ]

Name of Manufacturing Firm

Drug License No

Name of the_Proguct_

CINALOR 60
Cinacalcet Tablets 60 mg

"Sr.No.
| 97

98 |CINTERCEP
[Trientine dihydrochloride 250 mg
capsules

99 |Clotban 2.5

Apixaban Tablets 2.5 mg

Iclotban 5
Apixaban Tablets 5 mg

| 100

101 |CURBOSE 100 mg

Acarbose Tablets 100 mg

10?2

CURBOSE 50 mg
Acarbose Tablets 50 mg

103 |Dulatine 30

Duloxetine Gastro Resistant
: Capsules 30 mg

Dulatine 60
Duloxetine Gastro Resistant
Capsules 60 mg

104

1314151617181920...

L1112

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

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

Tel: +91-22-26592363/64

Fax: +91-22-26591959
1CME11113893620240920

EMCURE PHARMACEUTICALS LTD - NEW-WHO-
GMP/CERT/PD/138936/2024/11/51720

e

PRODUCT APPROVED UNDER WHO GMP!
NEW-WHO- VALID UP TO :19 Sep 2027
GMP/CERT/PD/138936/2024/11/51720
EMCURE PHARMACEUTICALS LTD
PLOT NO. P1 AND P2, [.T.B.T. PARK PHASE-II,
M.1D.C. HINJAWADI PUNE 411057

MAHARASHTRA STATE, INDIA
PD149 In Form 25, PD101
In Form 28
Composition

Each ﬁl;n coated tal;Iet contains
Cinacalcet (as hydrochloride) 60 mg
Excipients gs

Colour:Titanium Dioxide Ph. Eur,, Indigo Carmine Aluminum Lake, Yellow Iron
_|Oxide NF

iEach hard gelatin capsule contains
{Trientine (Equivalent to Trientine Dihydrochloride 250 mg) 167 mg
Excipients gs

Colour:Approved colours used in the capsule shell.
Each film coated tablet contains

Apixaban 2.5 mg

!Excipients qs

Colour:Titanium Dioxide USP and Yellow Iron Oxide
|Each film coated tablet contains
Apixaban 5 mg

Excipients gs

_ |Celaur:Titanium Dioxide USP and Red Iron Oxide | -
Each uncoated tablet contains
Acarbose Ph.Eur 100 mg

' Fxcipients s

Each uncoated tablat contains
Acarbose Ph.Eur 50 mg
Excipients gs

rEach ca_psule contains
Duloxetine Hydrochloride Ph, Eur. Equivalent to Duloxetine 30 mg
Excipients qs

|Colour:Approved colours used in the capsule shell.

Each capsule contains

Duloxetine Hydrochloride Ph. Eur. Equivalent to Duloxetine 60 mg
Excipients gs

|Colour:Approved colours used in the capsule shell.

Name of the Authorised person : D. R. GAHANE

Signature :
Stamp and Date : Joint Commissioner (HQ) & Controlling Adthority
Food & Drug Administration, M.S.

Bandra (E), Mumbai.

Maharashtra State, India
Date:20 Sep 2024




LIST OF PRODUCT APPROVED UNDER WHO GMP!

No. of certificate NEW-WHO- VALID UP TO :19 Sep 2027
GMP/CERT/PD/138936/2024/11/51720
Name of Manufacturing Firm - EMCURE PHARMACEUTICALS LTD

PLOT NO. P1 AND P2, L.T.B.T. PARK PHASE-II,
M.LD.C. HINJAWADI PUNE 411057
MAHARASHTRA STATE, INDIA

Drug License No : PD149 In Form 25, PD101
Tn Form 28
|Sr.No I Name of the Product il Composition
| 105 |DYDROFEM Each film coated tablet contains

'Dvdrogesterone Tablets BP 10 mg |Dydrogesterone Ph.Eur 10 mg
| Excipients gs
[

B —__ _|Colour:Titanium Dioxide Ph. Eur. S - .
106 |DYDROFEM Each film coated tablet contains
Dydrogesterone Tablets USP 10 mg |Dydrogesterone USP 10 mg

I | Excipients gs

|Colour:Titanium Dioxide USP

107 ._.Edemsoft 2.5 |Each uncoated tablet contains
S (-) Amlodipine Besilate Tablets 2.5|S (-} Amlodipine Besilate Equivalent to S (-) Amlodipine 2.5 mg
mg Excipients gs

Colour:Yeliow Oxide of Iron

108 |Edemsoft 5 Each uncoated tablet contains
S (-) Amlodipine Besilate Tablets 5 |5 (-) Amlodipine Besilate Equivalent to S (-) Amlodipine 5 mg
|mg | Excipients gs

| i Colour:Yellow Oxide of Iron

| 109 |Elriz Each film coated tablet contains
Levacetirizine Tablets 5 mg Levocetirizine Dihydrochloride 5 mg
Excipients gs

Colour:Titanium Dioxide USP
110 |Emcalcet Each film coated tablet contains
Cinacalcet Tablets 30 mg Cinacalcet Hydrochloride equivalent to Cinacalcet 30 mg

|Excipients gs

Colour:Titanium Dioxide Ph. Eur., Indigo Carmine Aluminum Lake, Yellow Iron

|Oxide e o sl = e .
111 |Emcalcet 60 Each film coated tablet contains
Cinacalcet tablets 60 mg Cinacalcet Hydrochloride Equivalent to Cinacalcet 60 mg

Excipients qs

Colour:Titanium Dioxide Ph. Eur.,, Indigo Carmine Aluminum Lake, Yellow Iron
- |Oxide NF

112 -!Emcovir |Each film coated tablet contains

‘ Tenofovir Disoproxil Fumarate and |Tenofovir Disoproxil Fumarate ..300 mg Equivalent to Tenofovir Disoproxil 245
|

|

Emtricitabine Tablets (300 / 200 mg
mg) Emitricitabine 200 mg
’ Excipients gs

Colour:Titanium Dioxide USP B

!_u 11 12Lil4 IS_QJlﬁJlu_

Address of ¢ certlfylng authorlty Name of the Authorised person : D. R. GAHANE
Food & Drug Administration, M.S.
Bandra-kurla Complex,

Signature :
B i— ’ =
Ma;r;]c;rraaélst)r.al\’/ll;ns:f sl Stamp and Date : Joint Commission.er. (HQ)' & Controlling Authprity
Tel: +91-22-26592363/64 Food & Drug Administration, M.S.
Fax: +91-22-26591959 Bandra (E), Mumbai.
LCHEL TLEIR9S0202:0920) Maharashtra State, India
EMCURE PHARMACEUTICALS LTD - NEW-WHO- 0
GMP/CERT/PD/138936/2024/11/51720 Date:20 Sep 2024
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LIST OF PRODUCT APPROVED UNDER WHO GMP!

No. of certificate NEW-WHO- VALID UP TO :19 Sep 2027
GMP/CERT/PD/138936/2024/11/51720 1
Name of Manufacturing Firm : EMCURE PHARMACEUTICALS LTD
PLOT NO. P1 AND P2, .T.B.T. PARK PHASE-II,
M.LD.C. HINJAWADI PUNE 411057
MAHARASHTRA STATE, INDIA
Drug License No : PD149 In Form 25, PD101
In Form 28
Sr.No. Name of the Product Composition
| 113 |EMIG 10 Tablets Each uncoated tablet contains
| Rizatriptan 10 mg Tablets Rizatriptan Benzoate Ph. Eur. 14.53 mg Equivalent to Rizatriptan 10 mg
Excipients qs
___ |Colour:Iron Oxide Red . »
114 |EMIG 5 Tablets Each uncoated tablet contains
Rizatriptan 5 mg Tablets Rizatriptan Benzoate Ph. Eur. 7.265 mg Equivalent to Rizatriptan 5 mg
| Excipients gs
|Colour:1ron Oxide Red == R
115 |EMIG OD 10 Tablets Each orally disintegrating tablet contains
Rizatriptan Benzoate Orally Rizatriptan (As Rizatriptan Benzoate Ph. Eur.) 10 mg
Disintegrating Tablets 10 mg Excipients gs
116 |EMIG OD 5 Tablets Each orally disintegrating tablet contains
Rizatriptan Benzoate Orally Rizatriptan (As Rizatriptan Benzoate Ph. Eur.) 5 mg
Disintegrating Tablets 5 mg Excipients gs
1 | el e e _
[ 117 IEmspeg Each film coated tablet contains
|Dolutegravir, Emtricitabine And Dolutegravir Sodium equivalent to Dolutegravir 50 mg
. [Tenofovir Alafenamide Tablets [Emtricitabine 200 mg
| |(50/200/25 mg)

Tenofovir Alafenamide Fumarate equivalent to Tenofovir Alafenamide 25 mg
| | Excipients gs

| ol ~_|Colour:Titanium Dioxide USP
118 |Emten Each film coated tablet contains

Tenofovir Disoproxil Fumarate and |Tenofovir Disoproxil Fumarate ....... 300 mg Equivalent to Tenofovir Disoproxil
Emtricitabine Tablets (300 / 200 245 mg

mg) Emtricitabine 200 mg
! ! |Excipients gs

|Colour: Titanium Dioxide USP

119 |Fingofed Each capsule contains

Fingolimod Capsules 0.5 mg. |Fingolimod as Fingolimod Hydrochloride 0.5 mg
Excipients qs

{ 1 Colour:Approved colours used in the capsule shell.
120 |Fingolimod Emcure Each capsule contains

Fingolimod Capsules 0.5 mg Fingolimod as Fingolimod Hydrochloride 0.5 mg
|Excipients gs i

|Colour:Approved colours used in the capsule shells.

111213141516 17 18 19 20

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

Signature : I
Bandra (E), Mumbai — 400 051. . -
Maezr;arl'aaéht)ra,lll:lglzl 00 Stamp and Date : Joint Commlsswn.er: (H
Tel: +91-22-26592363/64 Food & Drug Administration, M.S.
Fax: +91-22-26591959 Bandra (E), Mumbai.
L 00020240920 Maharashtra State, India
EMCURE PHARMACEUTICALS LTD - NEW-WHO-
GMP/CERT/PD/13893g}2024/11/51720 Date:20 Sep 2024




No. of certificate

Name of Manufacturing Firm

Drug License No

_Sr.No. Name of the Product
121 IFoseal — 800

800 mg

' 122 ‘Funguard_loo_

|
[ 123 |Gamo
'S (-) Pantoprazole Tablets 20 mg

124 |Hongoitra 100

I 125 |INBEC
| Abacavir, Dolutegravir and

mg)

126 [Infen-25 mg
Dexketoprofen Tablets 25 mg

127 |INSTGRA
Dolutegravir Tablets 50 mg

128 |ltraconazole Emcure

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

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

Tel: +91-22-26592363/64

Fax: +91-22-26591959
1CME11113893620240920

CMCURE PHARMACEUTICALS LTD - NEW-WHO-
GMP/CERT/PD/138936/2024/11/51720

T

Lamivudine Tablets (600/50/300 | polutegravir Sodium equivalent to Dolutegravir 50 mg

LIST OF PRODUCT APPROVED UNDER WHO GMP!

NEW-WHO- VALID UPTO :19 Sep 2027
GMP/CERT/PD/138936/2024/11/51720

EMCURE PHARMACEUTICALS LTD

PLOT NO. P1 AND P2, I.T.B.T. PARK PHASE-II,

M.LD.C. HINJAWADI PUNE 411057

MAHARASHTRA STATE, INDIA

PD149 [n Form 25, PD101

In Form 28

Composition
|Each film coated tablet contains

Sevelamer Hydrochloride Tablets  |Sevelamer Hydrochloride 800 mg

Excipients gs

Each capsule contains

Itraconazole Capsules USP 100 mg |Itraconazole USP 100 mg

Excipients gs

Colour:Approved colours used in the capsule shell.

Each enteric coated tablet contains

'S (-) Pantoprazole Sodium Equivalent to S (-) Pantoprazole 20 mg
Excipients gs

|
|Colour:Red Oxide of Iron, Yellow Oxide of Iron & Titanium Dioxide USP
Each capsule contains

Itraconazole Capsules USP 100 mg |itraconazole USP 100 mg

Excipients gs

Colour:Approved colours used in the capsule shell.
Each film coated tablet contains:
' Abacavir Sulphate USP equivalent to Abacavir 600 mg

Lamivudine LISP 300 mg
'Excipients gs

Colour:Titanium Dioxide USP, Indigo Carmine Aluminum Lake
|[Each Fllm Coated Tablet Contalns

Dexketoprofen Trometamol equivalent to Dexketoprofen 25 mg
Excipients gs

|Colour:Titanium Dioxide USP
Each Film Coated Tablet Contains
Dolutegravir Sodium Equivalent to Dolutegravir 50 mg
|Excipients gs

|Colour:Titanium Dioxide USP, Indigo Carmine Aluminum Lake
Each hard gelatin capsule contains

ltraconazole Capsules USP 100mg |itraconazole USP 100 mg

Excipients gs

|Colour:Approved colours used in the capsule shell. '\ |

Signature :

Stamp and Date : Joint Commissioner {HQ) & Controlling Authority

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

Maharashtra State, India
Date:20 Sep 2024
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LIST OF PRODUCT APPROVED UNDER WHO GMP!

No. of certificate NEW-WHO- VALID UPTO :19 Sep 2027
GMP/CERT/PD/138936/2024/11/51720

Name of Manufacturing Firm : EMCURE PHARMACEUTICALS LTD I
PLOT NO. P1 AND P2, L.T.B.T. PARK PHASE-II,

M.LD.C. HINJAWADI PUNE 411057
MAHARASHTRA STATE, INDIA

Drug License No : PD149 In Form 25, PD101
In Form 28
Sr.No. Name of the Product | I Composition | I
[ 129 ILAVEM Tablets [Each film coated tablet contains l
Dolutegravir, Lamivudine and Dolutegravir Sedium Equivalent to Dolutegravir 50 mg
Tenofovir Disoproxil Fumarate Lamivudine USP 300 mg
Tablets (50/300/300 mg) Tenofovir Disoproxil Fumarate (Equivalent to Tenofovir Disoproxil.. 245 mg)
300 mg
Excipients gs I
| ~ |Colour:Titanium Dioxide USP ) B
130 |LEVOZET TABLETS Each film coated tablet contains
Levocetirizine Tablets 5 mg Levocetirizine Dihydrochloride 5 mg

[ |Excipients gs

‘_ Colour:Titanium Dioxide USP
131 |LOMOH 20 |Composition per Syringe:
| |Low Molecular Weight Heparin Enoxaparin Sodium Ph.Eur 20 mg
!ENOXAPARIN SODIUM INJECTION  |sodium Hydroxide Ph.Eur gs

[ Water for Injection USP q.s. to 0.2 mi

| |
132 |LOMOH 20 Composition per syringe
Low Molecular Weight Heparin Enoxaparin Sodium USP 20 mg
usp Water for Injection USP q.s. to 0.2 ml
133 jLomoh 40 I-C_ompositgn per syringe
Low Molecular Weight Heparin Enoxaparin Sodium Ph.Eur 40 mg
Enoxaparin Sodium Injection Water for Injection USP g.s. to 0.4 ml
134 |LOMOH 40 Composition per Syringe:
Low Molecular Weight Heparin Enoxaparin Sodium Ph.Eur 40 mg
Water for Injection USP q.s. to 0.4 ml
135 [LOMOH 40 N Composition per syringe
! Low Molecular Weight Heparin Enoxaparin Sodium USP 40 mg
|
use |Water for Injection USP ¢.s.to 0.4 ml |
‘ 136 |lOMOH60 - Composition per Syringe:
, |Low Molecular Weight Heparin |Enoxaparin Sodium Ph.Eur 60 mg .
Water for Injection USP q.s. to 0.6 ml
\LJ 314151617181920...

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

Signature :
Bandra (E), Mumbai — 400 051. . AL .
Mzr;maraéht)ra,llt\jlgl A LU Stamp and Date : Joint COI‘I‘m‘lISSIOI‘I.eI'. Q) & Controllin Auth?nty
Tel: +91-22-26592363/64 Food & Drug Administration, M.S.
Fax: +91-22-26591959 Bandra (E), Mumbai.
1CME11113893620240920 Maharashtra state |ndia
EMCURE PHARMACEUTICALS LTD - NEW-WHO- 5
GMP/CERT/PD/138936/2024/11/51720 Date:20 Sep 2024




LIST OF
No. of certificate :

Name of Manufacturing Firm

Drug License No

Sr.No..  Name of the Product
137 |LOMOH 60

Low Molecular Weight Heparin

ENOXAPARIN SODIUM INJECTION

uspP

-
|LomOoH 80
Low Molecular Weight Heparin

ENOXAPARIN SODIUM INJECTION

138

139 |LOMOH 80

Low Molecular Weight Heparin
ENOXAPARIN SODIUM INJECTION
UspP

MAR-MYCOPHE_NBLATE MOFETIL
Mycophenolate Mofetil for Oral
Suspension USP 200 mg/mL

140 |

MEVAL
Dolutegravir, Lamivudine and
Tenofovir Disoproxil Fumarate
Tablets (50/300/300 mg}

142 |Mofilet - 500

mg

143 ;Mo_fl'l_et 250 Caps_ules
IMycophenolate Mofetil Capsules

250 mg

}' 144 |Mofilet 500

P R e

mg

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

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

Tel: +91-22-26592363/64

Fax: +91-22-26591959
1CME11113893620240920

EMCURE PHARMACEUTICALS LTD - NEW-WHO-
GMP/CERT/PD/138936/2024/11/51720

'|.._. 11121314 151617181920 ...

_———re————r e s T

[Mycophenolate Mofetil Tablets 500

Mycophenolate Mofetil Tablets 500

“Name of the Authorised person : D. R. GAHANE

PRODUCT APPROVED UNDER WHO GMP!

NEW-WHO- VALID UP TO :19 Sep 2027
GMP/CERT/PD/138936/2024/11/51720

EMCURE PHARMACEUTICALS LTD

PLOT NO. P1 AND P2, . T.B.T. PARK PHASE-II,

M.LD.C. HINJAWADI PUNE 411057

MAHARASHTRA STATE, INDIA

PD149 In Form 25, PD101

Tn Form 28

=N, Composition

|Composition per syringe

Enoxaparin Sodium USP 60 mg
Sodium Hydroxide USP gs

Water for Injection USP g.s.to 0.6 ml
Composition per Syringe:
Enoxaparin Sodium Ph.Eur 80 mg
|Sodium Hydroxide Ph.Eur gs

Water for Injection USP q.s. to 0.8 ml

'Composltmn per syringe :

Enoxaparin Sodium USP 80 mg

Sodium Hydroxide USP g.s.to adjust the pH
Water for Injection USP ¢.s. to 0.8 ml

Each mL of reconstituted suspension contains
|Mycophenolate Mofetil USP 200 mg
Excipients gs

|Each film coated tablet contains
Dolulegravir Sodium Equivalent to Dolutegravir 50 mg

Lamivudine USP 300 mg

ITenofovir Disoproxil Fumarate {Equivalent to Tenofovir Disoproxil.. 245 mg)
300 mg

Excipients gs

Colour:Titanium Dioxide USP
Each film coated tablets contains
Mycophenolate Mofetil 500 mg
|Excipients gs

Colour:Red Oxide of Iron & Titanium Dioxide BP
Each Hard Gelatin Capsule Contains
Mycophenolate Mofetil Ph.Eur 250 mg
Excipients gs

Colour:Approved colours used in the capsule shell.
Each film coated tablet contains

Mycophenolate Mofetil PhEur 500 mg

'Excipients qs

Colour:Titanium Dioxide USP & Red 9xide_of_Iron_

Signature :
Stamp and Date : Joint Commissioner HQ) & Controllin Authorify
Food & Drug Administration, M.S.

Bandra (E), Mumbal.

Maharashtra State, India
Date:20 Sep 2024
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LIST OF PRODUCT APPROVED UNDER WHO GMP!

No. of certificate NEW-WHO- VALID UP TO :19 Sep 2027
GMP/CERT/PD/138936/2024/11/51720 '
Name of Manufacturing Firm : EMCURE PHARMACEUTICALS LTD

PLOT NO. P1 AND P2, L.T.B.T. PARK PHASE-I],
M.L.D.C. HINJAWADI PUNE 411057
MAHARASHTRA STATE, INDIA

Drug License No : PD149 In Form 25, PD101
In Form 28
Sr.No. Name of the Product ~ Composition - [
145 |Mofilet S 360 |Each enteric-coated tablet contains i
Mycophenolic Acid Enteric Coated |Mycophenolic Acid (as Mycophenolate Sodium USP) 360 mg
Tablets USP 360 mg Excipients qs
[i S . |Colour:Titanium Dioxide USP, Iron Oxide Yellow & Iron OxideRed |
146 |Mofilet-500 Each film coated tablet contains I
Mycophenolate mofetil 500 mg Mycophenolate Mofetil Ph.Eur 500 mg ‘
film-coated tablets. Excipients gs

Colour:Black Iron Oxide, Red Iron Oxide, Yellow Iron Oxide & Titanium Dioxide

Ph. Eur.
| 147 |Mofilet-500 Each film coated tablet contains
Mycophenolate Mofetil Tablets 500 | Mycophenolate Mofetil BP 500 mg
mg Excipients gs

|Colour:Red Oxide of Iron & Titanium Dioxide BP/USP

148 |Mofilet-500 Each fllm coated tablet contains
Mycophenolate Mofetil Tablets USP| Mycophenolate Mofetil BP 500 mg
500 mg Excipients gs

| B - |Colour;Titanium Dioxide BP/USP & Red Oxide of Iron
149 |MOLENA 200 Each capsule contains

Molnupiravir Capsules 200 mg Molnupiravir 200 mg

Excipients gs

_ il ___|Colour:Approved colours used in the capsule shells.
150 |Movebille Each film coated tablet contains

Febuxostat Tablets 80mg | Febuxostat (as Febuxostat Hemihydrate) 80 mg
Excipients gs

Colour:Titanium Dioxlde Ph. Eur., Tartrazine Aluminum Lake, Brilliant Blue FCF .
| T _ |Aluminum Lake, Indigo Carmine Aluminum Lake

151 |Naftoin 100 Each hard gelatin capsule contains

Nitrofurantoin 100 mg Capsules Nitrofurantoin (in macrocrystalline form) Ph.Eur 100 mg

! Excipients qgs I

| - Colour:Approved colours used in the capsule shell,
! 152 |Naftoin 50 Each hard gelatin capsule contains
Nitrofurantoin 50 mg Capsules Nitrofurantoin (in macrocrystalline form) Ph.Eur 50 mg
Excipients gs

i Colour:Approved colours used in the capsule shell.

L11121314151617181920 ..

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

; Signature : .
Il\allir::arraaéﬁt);a“,nl:lg:il 400 051. Stamp and Date : Joint Commissio'n.er. (HQ). & Controlling Authority
Tel: +91-22-26592363/64 Food & Drug Administration, M.S.

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

1CME11113893620240920 Maharashtra State, India

EMCURE PHARMACEUTICALS LTD - NEW-WHO-
GMP/CERT/PD/138936/2024/11/51720 Date:20 Sep 2024
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LIST OF PRODUCT APPROVED UNDER WHO Gmp!
No. of certificate : NEW-WHO- VALID UP TO :19 Sep 2027
GMP/CERT/PD/138936/2024/11/51720
Name of Manufacturing Firm : EMCURE PHARMACEUTICALS LTD
PLOT NO. P1 AND P2, 1.T.B.T. PARK PHASE-I], | |
M.L.D.C. HINJAWADI PUNE 411057
MAHARASHTRA STATE, INDIA
Drug License No : PD149 In Form 25, PD101
In Form 28
B - - . - | |
Sr.No. Name of the Product ~ Composition
153 [Nobextat Each film coated tablet contains
Febuxostat 80 mg Tablets Febuxostat (as Febuxostat Hemihydrate) 80 mg
Excipients qs I
' |Colour:Titanium Dioxide Ph. Eur., Tartrazine Aluminum Lake, Brilliant Biue FCF
- ~ |Aluminum Lake, Indigo Carmine Aluminum Lake .
154 |Novanlo 2.5 Each uncoated tablet contains I
'S {-) Amlodipine Besilate Tablets 2.5|S (-) Amlodipine Besilate Equivalent to S (-) Amlodipine 2.5 mg
mg Excipients gs
Colour:Yellow Oxide or Iron
155 |Novanlo 5 |Each uncoated tablet contains
S (-) Amlodipine Besilate Tablets 5 |S (-) Amlodipine Besilate Equivalent to S (-) Amlodipine 5 mg I
mg Excipients gs
B ) Colour:Yellow Oxide or Iron P — J
156 |Panpure Each enteric coated tablet contains
S (-) Pantoprazole Tablets 20 mg S (-) Pantoprazole Sodium Equivalent to S (-) Pantoprazole 20 mg
Excipients gs ‘ I
|
| ICoIour:Red Oxide of Iron, Yellow Oxide of Iron & Titanium Dioxide USP |
157 |PAUSE 500 Each film coated tablet contains
Tranexamic Acid Tablets 500 mg Tranexamic Acid Ph.Eur 500 mg

Excipients gs

| - Colour:Titanium Dioxide Ph. Eur.
158 |Pixem Each film coated tablet contains
Apixaban Tablets 5 mg Apixaban 5 mg

Excipients gqs

. _Cgloyr:Titanium Dioxide USP and Red Iron Oxide‘
159 |Pixem 2.5 Each film coated tablet contains
Apixaban Tablets 2.5 mg Apixaban 2.5 mg

Excipients gs

160 .Ralteg 10 Each film coated tablet contains
| iRivaroxaban Tablets 10 mg 'Rivaroxaban Ph.Eur 10 mg
Excipients qs I

|Colour:Red Oxide of Iron and Titanium Dioxide

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

) Signature :
Bandra (E), bai — 400 051. . .
Maar;]ar:aéht)ral\'lmg : I Stamp and Date : Joint Commissioner (
Tel: +91-22-26592363/64 Food & Drug Administration, M.S.
Fax: +91-22-26591959 Bandra (E), Mumbai.
1CME11113893620240920 N
EMCURE PHARMACEUTICALS LTD - NEW-WHO- Maharashtra State' India

GMP/CERT/PD/138936/2024/11/51720 Date:20 Sep 2024
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PRODUCT APPROVED UNDER WHO GMP!

LIST OF

No. of certificate

Name of Manufacturing Firm

Drug License No

:Sr_No ' Name_of the Product

NEW-WHO- VALID UP TO :19 Sep 2027
GMP/CERT/PD/138936/2024/11/51720

EMCURE PHARMACEUTICALS LTD

PLOT NO. P1 AND P2, 1.T.B.T. PARK PHASE-II,

M.LD.C. HINJAWADI PUNE 411057

MAHARASHTRA STATE, INDIA

PD149 In Form 25, PD101

In Form 28

_Composition

161 |Ralteg 15
Rivaroxaban Tablets 15 mg

Ralteg 20
Rivaroxaban Tablets 20 mg

162 |

REVARDO 10
Rivaroxaban Tablets 10 mg

163

1l \

REVARDO 15
Rivaroxaban Tablets 15 mg

164

165 |REVARDO 20

Rivaroxaban Tablets 20 mg

166 |Rhineact

Bilastine Tablets 20 mg

167 |Riatem
Atazanavir and Ritonavir Tablets

(300 / 100 mg)

Rifalan 10
[Rizatriptan 10 mg Orodispersible
Tablets

|16 17 18 192021 22 23 24 25

Address of certifying authority :
Food & Drug Administration, M.S.
Bandra-kurla Complex,
Bandra (E), Mumbai — 400 051.
Maharashtra,INDIA.

Tel: +91-22-26592363/64

Fax: +91-22-26591959
1CME11113893620240920

EMCURE PHARMACEUTICALS LTD - NEW-WHO-
GMP/CERT/PD/138936/2024/11/51720

___|Colour:Red Oxide of Iron and Titanium Dloxide

Name of the Authorised Berson :

Each ftulm coated tablet contains
Rivaroxaban Ph.Eur 15 mg
Excipients qs

Colour:Red Oxide of Iron and Titanium Dioxide
Each film coated tablet contains

Rivaroxaban Ph.Eur 20 mg

|Excipients gs

|Each film coated tablet contains
Rivaroxaban Ph.Eur 10 mg
Excipients qs

|Colour:Red Oxide of Iron and Titanium Dioxide

Each film coated tablet contains
Rivaroxaban Ph.Eur 15 mg
Excipients gs

Colour:Red Oxide of Iron and Titanium Dioxide
|Each film coated tablet contains

Rivaroxaban Ph.Eur 20 mg

Excipients qs

Colour:Red Oxide of Iron and Titanium Dioxide
Each Tablet Contains

Bilastine 20 mg

|Excipients gs

Each film coated tablet contains

| Atazanavir Sulphate equivalent to Atazanavir 300 mg
Ritonavir USP 100 mg

Excipients gs

|Colour:Yellow Oxide of Iron & Titanium Dioxide USP

Each Orodispersible Tablet Contains

Rizatriptan [Equivalent to 14.53 mg of Rizatriptan Benzoate Ph. Eur.] 10 mg
Excipients qs

D. R. GAHANE

Signature : .
Stamp and Date : Joint Commissioner (HQ) & Controlling Authority
Food & Drug Administration, M.S.

Bandra (E), Mumbai.

Maharashtra State, india
Date:20 Sep 2024
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LIST OF PRODUCT APPROVED UNDER WHO GMP!

No. of certificate NEW-WHO- VALID UP TO :19 Sep 2027
GMP/CERT/PD/138936/2024/11/51720
Name of Manufacturing Firm : EMCURE PHARMACEUTICALS LTD

PLOT NO. P1 AND P2, LT.B.T. PARK PHASE-II,
M.LD.C. HINJAWADI PUNE 411057
MAHARASHTRA STATE, INDIA

Drug License No : PD149 In Form 25, PD101
In Form 28
Sr.No.| Name of the Product Composition - u
169 !Ritoataz Each film coated tablet contains’
Atazanavir and Ritonavir Tablets Atazanavir Sulphate equivalent to Atazanavir 300 mg

(300 / 100 mg) Ritonavir USP 100 mg
Excipients gs

Colour:Yellow Oxide of Iron & Titanium Dioxide USP

170 |Rizapex 10 Each Orodispersible Tablet Contains
|Rizatriptan 10 mg Orodispersible | Rizatriptan (Equivalent to 14.53 mg of Rizatriptan Benzoate Ph. Eur.) 10 mg
Tablets Excipients gs
171 S-Cordi Cor Tablets 2.5 mg Each uncoated tablet contains
5 (-) Amlodipine Besilate Tablets 2.5|S (-) Amlodipine Besilate Equivalent to S (-) Amlodipine 2.5 mg
mg Excipients qs

Colour:Yellow Oxide of Iron

172 |S-Cordi Cor Tablets 5 mg Each uncoated tablet contains
S {(-) Amlodipine Besilate Tablets 5 | (-) Amlodipine Besilate Equivalent to S (-) Amlodipine 5 mg
mg Excipients qs

Colour:Yellow Oxide of Iron

173 |SIROPIL Each film coated tablet contains '
Dolutegravir, Lamivudine and Dolutegravir Sodium Equivalent to Dolutegravir 50 mg
Tenofovir Disoproxil Fumarate Lamivudine USP 300 mg
Tablets (50/300/300 mg)

| Tenofovir Disoproxil Fumarate (Equivalent to Tenofovir Disoproxil.. 245 mg)
300 mg

Excipients qs |

|Colour:Titanium Dioxide USP

174 |s-Numlo 2.5 Each uncoated tablet contains
S (-) Amlodipine Besilate Tablets 2.5(S (-) Amlodipine Besilate Equivalent to S (-) Amlodipine 2.5 mg
mg | Excipients gs

Colour:Yellow Oxide of Iron

— .

175 _-S~Nlrm|0 5 Each uncoated tablet contains
S (-) Amlodipine Besilate Tablets 5 |S (-) Amlodipine Besilate Equivalent to S (-) Amlodipine 5 mg
mg Excipients gs

- = —— Colour:Yellow Oxide of Iron
176 |Solivo Each uncoated tablet contains
Leflunomide Tablets 20 mg Leflunomide Ph.Eur 20 mg

| 'Excipients qs

u16_17 18192021 252&2

Address of certi_fying author}ty -
Food & Drug Administrati
Bandra-kurla Complex

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

Maharashtra State, India
Date:20 Sep 2024

Bandra (E), Mumbai

Maharashtra,INDI i

Tel: +91-22-2659

Fax: +91-22-266¢185  §

1CME11113803620 240928

EMCURE PHARMACEL -89 LTD - NEW-WHO- )

GMP/CERT/PD/ 13893 biA(l 1/51720 fat )
45 )




No. of certificate

Name of Manufacturing Firm

Drug License No

__Sr.No. R Name _of the Product

! 177 ISolivo 10
Leflunomide Tablets 10 mg

LIST OF PRODUCT APPROVED UNDER WHO GMP!

NEW-WHO- VALID UP TO :19 Sep 2027
GMP/CERT/PD/138936/2024/11/51720

EMCURE PHARMACEUTICALS LTD

PLOT NO. P1 AND P2, L.T.B.T. PARK PHASE-I],

M.I.D.C. HINJAWADI PUNE 411057

MAHARASHTRA STATE, INDIA

PD149 In Form 25, PD101

In Form 28

_ Composition
Each uncoated tablet contains
Leflunomide Ph.Eur 10 mg

Excipients gs

178 [Solivo 20
Leflunomide Tablets 20 mg

IEach uncoated tablet contains
Leflunomide Ph.Eur 20 mg
| Excipients gs

179 |SPEGRA
Dolutegravir, Emtricitabine And
Tenofovir Alafenamide Tablets
(50/200/25 mg)

180 [Stifflon 10
|Leflunomide Tablets 10 mg

| 181 Istifflon 20
Leflunomide Tablets 20 mg

182 |STIGRA -
Dolutegravir Tablets 50 m

183 |SYNGESTO
' |Dydrogesterone Tablets BP 10 mg

|

184 TAVIN-EM
Tenofovir Disoproxil Fumarate and
Emtricitabine Tablets (300/200 mg)

I

. 1617 18 19202122 232425

Each film coated tablet contains
Dolutegravir Sodium equivalent to Dolutegravir 50 mg

|Emtricitabine 200 mg

Tenofovir Alafenamide Fumarate equivalent to Tenofovir Alafenamide 25 mg
Excipients qgs

Colour:Titanium Dioxide USP
Each uncoated tablet contains
| Leflunomide Ph.Eur 10 mg
Excipients gs

Each uncoated tablet contains
Leflunomide Ph.Eur 20 mg
Excipients gs

Each film coated tablet contains
Dolutegravir Sodium Equivalent to Dolutegravir 50 mg
Excipients gs

Cuoloui :Titanium Dloxide USP, Indigo Carmine Aluminum Lake
Each film coated tablet contains

{ Dydrogesterone Ph.Eur 10 mg !
Excipients gs

Colour:Titanium Dioxide Ph. Eur.
Each film coated tablet contains

Tenofovir Disoproxil Fumarate ....300 mg Equivalent to Tenofovir Disoproxil
245 mg

Emtricitabine 200 mg
Excipients qs

{Colour:Titanium Dioxide USP

Address of certifying authority : Name of the Authorised person : D. R. GAHANE ' 7 _

Food & Drug Administration, M.S.
Bandra-kurla Complex,

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

Tel: +91-22-26592363/64

Fax: +91-22-26591959
1CME11113893620240920

EMCURE PHARMACEUTICALS LTD - NEW-WHO-
GMP/CERT/PD/138936/2024/11/51720

Signature :
Stamp and Date : Joint Commissioner (HQ) & Controlling Authority
Food & Drug Administration, M.S.

Bandra (E), Mumbai.

Maharashtra State, India
Date:20 Sep 2024




LIST OF PRODUCT APPROVED UNDER WHO GMP!

No. of certificate

Name of Manufacturing Firm

Drug License No

Sr.No.
185

Name of the Product
TEMIV Tablets
Dolutegravir, Lamivudine and
Tenofovir Disoproxil Fumarate
Tablets (50/300/300 mg)

186 [Teritener N

Teriflunomide Tablets 14 mg.

| 187 |Transcept

250mg

188 [TRANSCEPT 500 tablets

mg

189 [Trionce

IEfavirenz, Emtricitabine and
Tenofovir Disoproxil Fumarate
Tablets (600 / 200 / 300 mg)

190 |urinorm

|Febuxuslal Tablets 80 myg

191 |VIROPIL
Dolutegravir, Lamivudine and
Tenofovir Disoproxil Fumarate

Tablets (50/300/300 mg)

Virtem

Efavirenz, Emtricitabine and
Tenofovir Disoproxil Fumarate
Tablets (600 / 200 / 300 mg)

192

.. 161718192021 22232425

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

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

Tel: +91-22-26592363/64

Fax: +91-22-26591959
1CME11113893620240920

EMCURE PHARMACEUTICALS LTD - NEW-WHO-
GMP/CERT/PD/138936/2024/11/51720

Mycophenolate Mofetil Capsules

Mycophenolate Mofetil Tablets 500

__|Colour:Titanium Dioxide USP

NEW-WHO-
GMP/CERT/PD/138936/2024/11/51720
EMCURE PHARMACEUTICALS LTD
PLOT NO. P1 AND P2, .T.B.T. PARK PHASE-II,
M.ILD.C. HINJAWADI PUNE 411057
MAHARASHTRA STATE, INDIA

PD149 In Fonn 25, PD10]

In Form 28

VALID UPTO :19 Sep 2027

|_ Composition

|;-Ea:h film coated tablet contains

| Dolutegravir Sodium Equivalent to Dolutegravir 50 mg

| Lamivudine USP 300 mg

Tenofovir Disoproxil Fumarate (Equivalent to Tenofovir Disoproxil ... 245 mg)
300 mg

Excipients gs

_|Colour:Titanlum Dioxide USP
Each tablet contains
Teriflunomide 14 mg

| Excipients gs

_|Colour:Titanium Dioxide & Indigo Carmine Aluminum Lake
Each hard gelatin capsule contains

Mycophenolate Mofetil Ph.Eur 250 mg

Excipients gs

|Colour:Approved Colours used in the capsule shell
[Each film coated tablet contains

Mycophenolate Mofetil Ph.Eur 500 mg
Excipients gs

Colour:Black Iron Oxide, Red Iron Oxide, Yellow Iron Oxlde & Titanlum Dioxide
Ph. Eur.

Each film coated tablet contains

|Efavirenz USP 600 mg

Emtricitabine 200 mg

Tenofovir Disoproxil Fumarate ..300 mg Equivalent to Tenofovir Disoproxil 245
meg

Excipients gs

Colour;Titanlum Dioxide USP

Each film coated tablet contains

| Febuxostat (as Febuxostat Hemihydrate) 80 mg
Excipients gs

Colour:Titanium Dloxide Ph. Eur., Tartrazine Aluminum Lake, Brilliant Blue FC
{Aluminum Lake, Indigo Carmine Aluminum Lake

Each Fllm Coated Tablet Contains

Lamivudine USP 300 mg

Tenofovir Disoproxil Fumarate ...300 mg Equivalent to Tenofovir Disoproxil
245 mg

Dolutegravir Sodium Equivalent to Dolutegravir 50 mg

Excipients gs

Each film coated tablet contains
Efavirenz USP 600 mg
|Emtricitabine 200 mg

Tenofovir Disoproxil Fumarate ..300 mg Equivalent to Tenofovir Disoproxil 245
mg
Excipients gs

Colour:Titanium Dioxide USP

Name of the Authorised person : D. R. GAHANE

Signature :
Stamp and Date : Joint Commissioner (HQ) & €&nitrolling Au
Food & Drug Administration, M.S.
Bandra (E), Mumbal.
Maharashtra State, India
Date:20 Sep 2024
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LIST OF
No. of certificate H

Name of Manufacturing Firm

Drug License No

|Sr.No.,  Name of the Product
193 |Vonavir

Efavirenz, Emtricitabine and
Tenofovir Disoproxil Fumarate
Tablets 600/200/300 mg)

Xcepta
Mycophenolate mofetil 500 mg
film-coated tablets

PRODUCT APPROVED UNDER WHO GMP!

NEW-WH- VALID UPTO :19 Sep 2027
GMP/CERT/PD/138936/2024/11/51720

EMCURE PHARMACEUTICALS LTD

PLOTNO. P1 AND P2, 1.T.B.T. PARK PHASE-TI,

M.LD.C. HINJAWADI PUNE 411057

MAHARASHTRA STATE, INDIA

PD149 Iu Form 25, PD101

In Form 28

| B Composition
Each film coated tablet contains
Efavirenz USP 600 mg
| Emtricitabine 200 mg
Tenofovir Disoproxil Fumarate ....300 mg Equivalent to Tenofovir Disoproxil
245 mg

Excipients gs

Colour:Titanlum Dioxide USP

Each film coated tablet contains
Mycophenolate Mofetil Ph.Eur 500 mg
Excipients gs

Colour:Black Iron Oxide, Red Iron OxlIde, Yellow Iron Oxide & TItanlum Dloxide
{Ph. Eur.

Address of ceﬂiryﬁaulharfly T ~ Name of the Authorised person : D, R. GAHANE

Food & Drug Administration, M.S.
Bandra-kurla Complex,

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

Tel: +91-22-26592363/64

Fax: +91-22-26591959
1CME11113893620240920

EMCURE PHARMACEUTICALS LTD - NEW-WHO-
GMP/CERT/PD/138936/2024/11/51720

Signature :
Stamp and Date : Joint Commissioner
Food & Drug Administration, M.S.
Bandra (E), Mumbai.

Maharashtra State, India
Date:20 Sep 2024
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