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E-Mail : comm.fda-mah@nic.in

,
tYq,qa-

)(
Y

FOOD A D DNUG
AO ITlsTNATl(}iI

iF. NEW-WHO-GMP/CERTNKD/L003591202U L4q z nl

qfr,
- DELTAFINOCIMM PvT. LTD.

NASIIIK

ffi-o, o

rwrgrqioroorss

sl{d sqqqsfr ffi qqpFDt / frofrfrfr f sEfut-c oflq' qrcfqtr+-ffiuf-sq / €zfr-d ofu
drrsRf.r ) tfr qcrqq, m'ri-o sqquoi ffii NKD/10035e 1 \r{or qqMq} I ) qrddlqld td
sIITd

3{FrdT

(3fR.fr. dtrrfrt
sETqq on5ffi ( 5gll-dq ) @q 1q)
sfi{?I3frCqq{Irs{, c. {rGL



+

\

Office of The Commissioner,
Food & Drugs Administration M.S.
Bandra - Kurla Complex,
Bandra (E),
Mumbai - 400 051
Dat€ r21 Jul2O21
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This Certificate conforms to the format recommended by the World Health Organization.

(General instructions and explanatory notes aftached).

Certificate No.: NEW-WHO-GMP/CERT/NKD/1 0035912021 111 136652

On the basis of the inspection carried out on 1410112021 & 1510112021; 0510312021 ,we
certifi that the site indicated on this Certificate complies with Good Manufacturing
Practices for the dosage forms, categories and activities listed in Table 1.

DELTA FINOCHET PvI. LTD,

GAr NO 35O, VlLlrGE
IGATPUR!,DISTRIGTI{A8!T AHARASHTRA
taaSI K 422403 IAHARA8HTRA SrArE,

2. Licence No. rFr.f ltr'r:Fil':Ttt7'i':l

Table 1

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 20 Jul2024 . lt becomes invalid if the activities and / or

categories certified herewith are changed or if the site is no longer considered to be in
compliarice with GMP.

Name of the Authorised person : D. R. GAHANE

1 Name of the Firm

Address

7F

Address of cedrying authotity :

Food & Drug Administration, M.S.

Bandra-kurla Complex,
Bandra (E), Mumbai - 400
Maharashtra,lNDlA.
f ell +9'l -22-2659231i3 164

Far +91-22-2659'1959
11ED54610035920210721
DELTA FTNOCHETI PYI LTO. .

and Dab Joint
Authority
Food & Drug Admlnbtration, .S.

Bandra (E), umbai.
ahalashtra Stale, lndia

Oatejzl JU,I2O21

SnNo. Dosage Form(s) Categor(ies) Activity(ies)
1

Active Pharmaceutical
lngredients ( Bulk Drugs)

General ( Other than
Penicillin,

Hormones

Production, Filling, Packing,
labelling, Quality Control,
Quality Assurance

2 Active Pharmaceutical
lngredients ( Bulk Drugs)

General ( Other than
Cephalosporins, Penicillin,
Cytotoxic, Hormones )

Synthesis, Purifi cation,
Packing, Labelling, Quality
Control, Quality Assurance
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Explanatorv notes

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

2. The certification number should be traceable within the regulatory authority issuing the
eertificate-

3. Where the regulatory authority issues a licence for tle 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.

Examole -1

Examole - 2.

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

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

6. The requirements for good practices the manufacture and
the certificate are those included in Quality Assurance of
guidelines and related materials . Good manufacturing
1999. lVorld Health Organization, Geneva and subsequent

Pharmaceutical Product (s)r Cateeory (ies) Activi8 (ies)
Dosage form (s)

Tablets
Hormone Production,

control.
Packaging, Quality

les Penicillin &
Cefalosporin Aseptic preparation, Packaging,

Labelline.

Pharmaceutical Product (s)r Category (ies) Activity ( ies )
Starting material (s)z

Paracetamol Analgesic Synthesis, Purifi cation,

conaol

and v

I
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tlo. of certific.t

-Neme of Mrnufacturirg Firm

Drug Liccnse No

Address of certirying authority :

Food & Drug Administration, M.S.
Bandra-kurla Complex,
Bandra (E), Mumbai - 400 05'1.
Maharashtra,lNDlA.
Iel'. +9 1 -22-26592363 164

Fax: +91-22-26591959
1lED54610035920210721
OELTA TINOCHEM PW. LID. - NEW.WHO-
Gr,{ p/cERr/Nrc/r003s9/2o21 I I t I 36652

LIST O['PRODUCT APPROVED T'NDER WHO GMP1
: NEW-WHO-GMP/CERVNKD/100359 vArD uP ro :20 Jul 2024

t2021t11136652
: DELIA FINOCFIEM PVT. UID.

GAT NO 350, ULLAGE WADIVARIIE, ALUKA
IGATPURI, DISTRICT NASIK MATIARASIITRA
NASHIK 422403 IvI,A.HARASHTRA STATE, INDIA

: 25NKD92ln Form 25

Name of the Authorised person : D. R. GAHAI{E

Stamp and Date :Joint Commlsslonsr (HQ) Controlllng Authorlty
Food & Drug TFI
Bandra (E), ilumbal.
lrahar.shtra State, lndia
DaE:21 Jul2O21

Sr.No. Name ofthe Product Com
1

ACEBROFYLLINE

lH5

HYDROCHLORIDE BP

HYDROCHLORIDE IP

(
(LEVOSULPIRIDE

FIBRATE BP

FIBRATE EP

2

3

4

5 i!

6

ltt

7

)
I

APII FENOFIBRATE IP

2I



llo. of certificste
LIST OF'PRODUCT APPROVED UNDER WIIO GMP1

: NEW-WHO-GMP/CERTNKD/100359 VALIDUPTo:20Ju12024
D02111t136652

r DELIA FINOCIIEM PVT. LTD.
GAT NO 350, VILLAGE WADIVARHE, TALI]KA
IGAT?URI, DISIRICT NASIK MAHARASHTRA
NASHIK 422403 MAHARASHTRA STAIE, INDIA

; 25NKD92 In Form 25

Name of the Authorised p€rson : D. R' GAHAT{E

i Name of Manufacturing Firm

Drug License No

Address of certifying authority :

Food & Drug Administration, M.S.
Bandra-kurla Complex,
Bandra (E), Mumbai - /l()0 051.
Maharashtra,lNDlA.
Tel: +91-22-26592383I
Fax: +91-22-26591959
11ED54610035920210721
DELTA FII{OCHEIII PW. LTD. - NEW.WHO-
GMP/CERT/NKD/r 00359/2O2U 11 I 356 5 2

I

Stamp and Date :Joint Commissioner & Controlling Authority
Food & Drug it.s.
Bandra (E), Mumbai.

llaharashtra Stat , lndia
Dale:21 Jd m21

CompositionName of the Product
9 USP

EMAZINE HYDROCHLORIDE10

11 PRAZIQUANTEL BP

12 EP

13 L USP

t2

l

6

(
(+


