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1.5 GOOD MANUFACTURING AND CERTIFICATE OF
PHARMACEUTICAL PRODUCT
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Office of The Commissioner, —’
Food & Drugs Administration M.S.
Bandra — Kurla Complex,

Bandra (E),

Mumbai — 400 051

Date :

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-GMPICERT/KDIQG258/2020/11/32798

On the basis of the inspection carried out on 19/02/2020 & 20/02/2020 & COMPLIANCE
VERIFICATION 08/06/2020 ,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 : AUROCHEM LABORATORIES (INDIA) PVT.
LTD.

Address . PLOT NO. 8, PALGHAR TALUKA IND. CO-OP.
ESTATE LTD. BOISAR ROAD, TAL. PALGHAS
THANE 401404 '

Manufacturjng At = AUROCHEM PHARMACEUTICA

STATE, INDIA

2. Licence No. s KD771A In Form
25A, KD887A in
Form 28A
Table 1
Sr.No. Dosage Form(s) Categor(ies)
1 General ( Other than d
Capsules . Cephalosporins, Penicillin, labelling, y CO
Cytotoxic, Hormones ) Quality Assurance
2 General ( Other than Production, Filling, Packing,
Tablets Cephalosporins, Penicillin, labelling, Quality Control,
Cytotoxic, Hormones ) Quality Assurance

The 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 15 Jun 2023 . 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 :J. B. MANTRI

Food & Drug Administration, M.S.

Bandra-kurla Complex, Signature - W

Bandra (E), Mumbai — 400 051. Stamp and Date : Joint Commissioner (HQ) & Controlling
Maharashtra,INDIA. Authority

Tel: +91-22-26592363/64 i . )

Fax: +91-22-26591959 Food & Drug Administration, M.S.
1RUA1489625820200805 Bandra (E), Mumbai.

AUROCHEM LABORATORIES (INDIA) PVT. LTD. - : :

NEW -WHO-GMP/CERT/KD/96258/2020/ 1 1 Maharashtra State, India

/32798 Date:05 Aug 2020

L _




Explanatory notes

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

in point 1 of the certificate.

2. The certification num

certificate.

3. Where the regulatory authority
record “not applicable” in cases W

ber should be traceable within the regulatory authority is

issues a licence for the site , this number should be specified
here 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 Praduct (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.

the site listed

Use, whenever available. International Nonproprietary Names
nonproprietary names.

5. The certificate remains valid until the specified date. T
activities and/or categories certified are changed orgi
compliance with GMP.

/

6. The requirements for good practices the mamégtﬁfe and q
the certificate are those included in Quality AS
guidelines and related materials . Good maﬁt#eicturing practi
1999. World Health Organization, Geneva andit:iibfqequent upda
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Food & Drugs Administration (Maharashtra State)

Letter No: MH/TZ4/RNW/25A-KD/771-A

Food & Drugs Administration, KONKAN Division

OFFICE OF JOINT COMMISSIONER [K.D]
4TH FL.ESIC BLD,WAGLE ESTATE

alidity Period:01/01/2022 To 31/12/2026 Thane - 400604

S LICENSE No : 25A-KD/771-A
705451- AUROCHEM LABORATORIES INDIA PVT.LTD. (Co-Operative) & Dt : 31/12/2021
PLOT NO 8, PALGHAR TALUKA IND. CO. OP. ESTATE LTD.,, BOISAR
ROAD, PALGHAR - 401404
Taluka: Palghar, District: Thane-Zone4

‘ Sir,
' Ref :- Your Inward Application vide Inward ID:- 189085 (RNW) Dated :- 22/12/2021

With reference to your Inward application,we inform you that your said application is considered & following
LICENSE has been Retained

Type Form | LIC No/ Validity | First Issue/
Rnw

L-AUROCHEM PHARMACEUTICALS (DPVT.LTD.(705177) 25A KD/771-A 01/01/1998

31/12/2026 01/01/2022

Prod [Name of Drugs

L MUCOF /- Export (IHS(In House))
579448 Each uncoated chewable tablet contains: - Liquorice Liquid Extract BP (35 mg)

- Menthol BP (9.98 mg)

- Anise Oil BP (0.001 mi)

- Peppermint Oil BP (0.001 mi)
- Pine Pumilio Oil BPC (0.001 mi)
- Eucalyptus Oil BP (0.002 mi)
- Creosote BPC (0.002 mi)
- Oleoresin Capsicum BPC (0.064 mg)
- Chocolate brown (-)
- Excipients (— QS)
2 CLOFEN / (Aceclofenac Tablets 100 mg) Export (IHS(In House))
578460 Each film coated tablet contains:: - Aceclofenac BP (100 mg)
- Colour: Sunset yellow (- )
- Excipients (- QS)

3. ACEFEN / (Aceclofenac Tablets 100 mg) Export (IHS(In House))
579445 Each film coated tablet contains:: - Aceclofenac BP (100 mg)
- Sunset Yellow (- T
i - Excipients (- osj Pl L™ '§ £?
4. FEVERLET FORTE / (Aceclofenac, Paracetamol & Chlorzoxazone Tablets) “pEagoRedisan tiousd)
609820 Each film coated tablet contains: - Aceclofenac BP (100 mg) \r; z'/
i - Paracetamol BP (325 mg) 4/ 1o
- Chiorzoxazone USP (250 mg) * Mr. ASHOK
- Colour: Quinoline yellow (-) M M. PAND Y.
- Excipients (- S) | AREA T
5. REPISPRIN-80 / (Acetylsalicylic Acid Tablets BP 80 mg) (‘) Regd gyr ﬁﬁ]
579386  Each uncoated tablet contains: - Acetylsalicylic Acid BP (80 mg) O
3 i ; : - Excipienis (- QS)
6. AUROVIR/ (Aciclovir Tablets BP 200 mg) \é,} Export (BY)
578465 Each zmcoated tablet contam g: - Aciclovir BP (200 mg) ‘""‘:
- Excipients (- QS) §.-_
A£47. AUROVIR-400/ (Aciclovir Tablets BP 400 mg) i (BEM
" | 879507 “Each uncoated tablet contains: . - Aciclovir BP (400 mg)
- Colour: Brilliant Blue & Ponceau 4R (- )
- Excipients (- QS)
8. AUROVIR-400/ (Aciclovir Tablets BP 400 mg) Export (BP)
593334 Each film coated tablet contains: - Aciclovir BP (400 mg)
- Colour: Titanium dioxide (- )
- Excipienis (- QS)
9. AUROVIR-400 / (Aciclovir Tablets BP 400 mg) Export (BP)
Fee Payment(s) : DB-1d: 416611 - 22/12/2021 (Amt: 303000) (LICENSE RENEWAL) ,Balance : 19700
This License/Certificate is eSIGNED. Physical Signature is NOT Required No. of Products: 400 , No. of Ingredients:
1141
Division MFG ID No Type:License Renewal License No Issue Date
KONKAN (TZ4) 705451 RNW-189085-22/12/2021 25A-KD/771-A 31/12/2021
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220. Ranitidina S & M Tab 150 mg / (Ranitidine Tablets BP 150 mg)

Export (BP)
- Ranitidine Hydrochloride BP equivalent to Ranitidine (150 mg)
- Colour: Sunset Yellow (-)
- Excipients (- QS)

593447 Each film coated tablet contains:
2. ZOLLISON—300/ (Ranitidine Tablets BP 300 mg)
gid 5031 Each film coated tablet contains:

o

Export (BP)
- Ranitidine Hydrochloride BP equivalent to Ranitidine (300 mg)
- Colour: Sunset yellow (-)

- Excipients (- QS)

2. ALTADON-1 /(Risperidone Tablets USP 1 mg)
01548 Each uncoated tablet contains:

Export (USP)
- Risperidone USP (1 mg)
- Colour: Quinoline yellow (-)
- Excipients (- @5)

223: ALTADON-2 /(Risperidone Tablets USP 2 mg) Export (USP)
701550  Each uncoated tablet contains: - Risperidone USP (2 mg)

- Colour: Erythrosine (- )

- Excipients (- QS)
224. ALTADON-3 /(Risperidone Tablets USP 3 mg) Export (USP)
701549  Each uncoated tablet contains: - Risperidone USP (3 mg)

- Colour: Tartrazine yellow (- )

- Excipients (- QS)
225. ROZTAT-10 /(Rosuvastatin Tablets 10 mg) Export
492882  Each film coated tablet contains: - Rosuvastatin calcium equivalent to Rosuvastatin (10 mg)

- Colour: Titanium Dioxide (- )

- Excipients (- QS)
226. LIROSE-10/ (Rosuvastatin Tablets 10 mg) Export (IHS(In House))
554392  Each film coated tablet contains: - Rosuvastalin Calcium equivalent to Rosuvastatin (10 mg)

- Ferric Oxide red (- )

- Exclp/snfs (— Qs)
227. ROSTATIN-10/ (Rosuvastatin Tablets 10 mg) Export (IHS(In House))
700022 Each film coated tablet contains: - Rosuvastatin Calcium equivalent fo Rosuvastatin (10 mg)

- Colour: Titanium Dioxide (- )
- Excipients (- QS)

228. ROZTAT /(Rosuvastatin Tablets 20 mg)
610692  Each film coated tablet contains:

Export (IHS(In House))
- Rosuvastatin calcium equivalent to Rosuvastatin (20 mg)
- Colour: Erythrosine (- )
- Excipients (- QS)

229. ROSTATIN-20 / (Rosuvastatin Tablets 20 mg)
724003  Each film coated tablet contains:

Export (IHS(In House))
- Rosuvastatin calcium equivalent to Rosuvastatin (20 mg)
- Colour: Titanium Dioxide (- )
- Excipients (- QS)

230. 8 REC/ (Salbutamol Tablets BP 2 mg)
578453  Each uncoated tablet contains:

Export (BP)
- Salbutamol Sulphate BP equivalent to Salbutamol (2 mg)

- Colour: Erythrosine (- )

- Excipients (- QS)

231. SECNIDAZOL (BK) 500 mg / (Secnidazol Tablets 500 mg)
593947 Each film coated tablet contains:

Export (IHS(In House))
- Secnidazol (500 mg)
- Colour: Sunset Yellow (- )
- Excipients (- QS)

472303  Each film coated tablet contains:

2

232. SETRAL - 100/ (Sertraline Hydrochloride Tablets USP 100 mg)

Export
- Sertraline Hydrochloride USP equivalent fo Sertraline (100 mg)
- Colour: Quinoline yellow (- )
- Excipients (- QS)

472302  Each film coated tablet contains:

233. SETRAL- 350/ (Sertraline Hydrochloride Tablets USP 50 mg)

Export
- Sertraline Hydrochloride USP equivalent to Sertraline (50 mg)
- Colour: Titanium dioxide (- )
- Excipients (- QS)

234. SETRAL - 50/ (Sertraline Tablets USP 50 mg)
579504 Each film ¢oated tablet contains:

Export (USP)
- Sertraline Hydrochloride USP equivalent to Sertraline (50 mg)
- Colour: Titanium dioxide (- )
- Excipients (- QS)

235. SUPER AUROGRA / (Sildenafil & Dapoxetme Tablets )

FIEwsy Mg b PR ASH TR A

Export (IHS(In House))
- Sildenafil Citrate equivalent to Sildenafil (100 mg)
- Dapoxetine Hydrochloride equivalent to Dapoxetine (60 mg)
- Tartrazine yellow, Brilliant Blue (- )
- Excipients (- QS)

236. SUPER HARDON / (Sildenafil & Dapoxetine Tablets )
595036 Each film coated tablet contains:

Export (IHS(In House))
- Dapoxetine Hydrochloride equivalent fo Dapoxetine (60 mg)
- Sildenafil Citrate equivalent to Sildenafil (100 mg)
- Colour: Brilliant Blue & Tartrazine yellow (- )
- Excipients (- QS)

237. PERFOPIL-100 / (Sildenafil Tablets 100 mg)

Export (IHS(In House))

Fee Payment(s) : DB-Id: 416611 - 22/12/2021 (Amt: 303000) (LICENSE RENEWAL) ,Balance : 19700

This License/Certificate is eSIGNED. Physical Signature is NOT Required

No. of Products: 400 , No. of Ingredients:
1141

Division MFG ID No Type:License Renewal License No Issue Date
KONKAN (TZ4) 705451 RNW-189085-22/12/2021 25A-KD/771-A 31/12/2021
T Anlina Thiesd Dastrr A smesenrnl A e nntianifin 4 FAavmfor smahanachtea cavr 2er O MinL TDAV Dns 1A 1924 ntmninn R (A




591033 Each uncoated tablet contains: - Risperidone USP (1 mg)
- Excipients (- QS)
388. RISPERIDONE TABLETS USP 2 mg Export (USP)
578489 Each uncoated tablet contains: - Risperidone USP (2 mg)
- Colour: Erythrosine (- )
: - Excipients (- QS)
: 389, SERTRALINE HYDROCHLORIDE TABLETS USP 100 mg Export (USP)
578485 Each film coated tablet contains: - Sertraline Hydrochloride USP equivalent o Sertraline (100 mg)
al - : - Colour: Quinoline yellow (-)
QE’ ; : - Excipientis (- QS)
Ty g SERTRALINE HYDROCHLORIDE TABLETS USP 50 mg Export (USP)
TB484  Lach fili coaied tablet contains.! - Seifraline Hydirochlofide USP éguivalent to Seitialie (50 ing)
- Colour: Titanium dioxide (- )
\ - Excipients (- QS)
391. . SIMVASTATIN TABLETS USP 40 mg Export (USP)
719470 - Each film coated tablet contains: - Simvastatin USP (40 mg)
¥ o, ' - Colour: Sunset yellow (-)
: o - Excipients (- QS)
392. SPIRONOLACTONE TABLETS USP 100 mg. Export |
521022 Each film coated tablet contains: - Spironolactone USP (100 mg)
- Colour: Sunset yellow (- )
- Excipients (- QS)
393. SPIRONOLACTONE TABLETS USP 25 mg Export (USF)
578483  Each film coated tablet contains: - Spironolactone USP (25 mg)
- Colour: Quinoline yellow (-)
- Excipients (- QS)
394 SUCRALFATE TABLETSUSP1lg Export (USP)
591039 Each uncoated tablet contains: - Sucralfate USP (1 g)
- Excipienis (- QS)
395. TADALAFIL TABLETS 20 mg Export (IHS(In House))
592123  Each film coated tablet contains: - Tadalafil (20 mg)
- Colour: Ferric oxide yellow (-)
- Excipients (- QS)
396. TERBINAFINE TABLETS USP 250 mg Domestic (IHS(In House))
595079 Each uncoated tablet contains: - Terbinafine Hydrochloride USP equivalent to Terbinafine (250 mg)
- Excipients (- QS)
397. TRANEXAMIC ACID TABLETS BP 250 mg Export
518485 Each film coated tablet contains: - Tranexamic Acld BP (250 mg)
- Colour: Titanium dioxide (- )
- Excipienis (- QS)
398. TRANEXAMIC ACID TABLETS BP 500 mg Export (BP)
719284 Each film coated tablet contains: - Tranexamic acid BP (500 mg)
- Colour: Titanium Dioxide (- )
- Excipients (- QS)
399. TRIFLUOPERAZINE TABLETS BP 5 mg Export (BP)
579531 Each film coated tablet contains: - Trifluoperazine Hydrochloride BP equivalent to Trifluoperazine (5
mg)
e - Colour: Quinoline yellow (-)
i - Excipients (- QS)
400. WARFARIN TABLETS BP 5 mg Export
495758 Each uncoated tablet contains: - Warfarin Sodium BP (5 mg)
i . - Excipients (- QS)
PAN No. Staff Name Section Designation Qual
IRk G5 () AMIT SHEVALE Tablet Assistant Chemistin | BSC
Tablet Manufacturing
skl g D6 A CHAMDRAKANT RAUT Microbiology Testing 0.C. Manager BSC
FEREFEGI ] N DEVENDRA VARTAK Capsules PRODUCTION BSC
OFFICER
ok IS8 HIMANSHU MODI Tablet Production Officer BSC
e " i K T e
ré" DK W JAVESH P . o strumentation Assistant Chemist in BSC
Quality Control
dkRREES7] B MAHESH K. WAGHULADE Tablet Production Officer MPH
Hkdllk [ SOR MANOJ KADU Capsules PRODUCTION BSC
OFFICER
Sdkskkk [ GRP MONALI DEEPAK VARTAK Chemical & Instr Assistant Chemist in MSC
Instrumental
wring70F  |PANKAJ.B. PATEL Quality Assurance OA Manager BSC

Fee Payment(s) : DB-Id: 416611 - 22/12/2021 (Amt: 303000) (LICENSE RENEWAL) ,Balance : 19700

This License/Certificate is eSIGNED. Physical Signature is NOT Required

No. of Products: 400 , No. of Ingredients:
1141

Division MFG ID No Type:License Renewal License No Issue Date
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