Food & Brugs Control Administration

BLOCKNO. s, 12 FLOOR, Dr. JWRAJ MEHTABHAVAN,
GANDHINAGAR, GUJARAT STATEL. INDIA FIN:382010

Certificate No. : 23033935

On the basis of the inspection carried out ok 27-28/12/2022 & 27/02/2023 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.

I Name & Address of site: INTAS PHARMACEUTICALS LIMITED

iR, NOwlfidoon 442021, PLOT NO. 5TO 14, PHARMEZ NEAR VILLA
Il TAL - SANAND,
NOTARY CITY : MATODA, DIST. - AHMEDABAD
6 JAN 202 GUIARAT STATE, INDIA

2 Manufacturer’s Licence

G/25/1883 G/28/1336 \\ \ Q
number : ; :

3  Table:1

Dosage Form (s) , ‘Category (ies)

Tablet (Coated Uncoated). Capsule, Parenteral General Mgggacqugr_
{$.V.P. Liquid,unit Lyophilized, Vial, PES} ‘

~

Tablet (Coated Uncoated), Capsule, Parenteral | e
E:S.V.P. Il.lqmd, unit Lyophilized, Vial, PFS), Soft Gelatin |f AoTIKUMAR B. MODH
apsule -+ SECRETARY SERVICE CENTER

Ointrent (External preparation)

?5 \iBER OF COMMERCE & INDUSTR

|
|

ARMEUABAU

The responsibility for the quality of the mdiw Drizaa I'atcﬁes of the phavmaceutical
products manufactured through this process fies with the manufacturer.

This certificate remains valid until 27/02/2026 It becomes invalid if the activities and

/o categories certified hevewith are changed or if the site is no longer consi
in compliance with GMP %TTE&F?H%?%E

Format of this certificate is as per WHO TRS No. 908 of 2003. GI:R'ISH S:@; Age
NOTARY
Address of certifying authority GOUJ. OF INDIA
Food & Drugs Control Administration, Block N / ;'24
No. 8, 157 floor, Dr. Jivraj Mchta Bhavan,
Gandhinagar, Gujarat State, India. — Pin : .’Name & function of : ZG. _’]COS.‘}[I_A)
382010 responsible Person Commwswner

Email comfd&a@ngja,rat.gov.in

Phone 91-79-23253417, Fax : 91-79-232-534G0

Date : 28/02/2023
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J 5 DEQ 773 CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

Issiued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC as amended

Chief Pharmaceutical Inspector
fthe Competent Authority of Poland/

confirms the folfowing:

the manufacturer T Pagapsty

Intas Pharmaceuticals Limited \ e\ g0 :

Plot Nos. 5 to 14, Pharmez, Near Village Matoda, Sarkhej-Bavla Nationat nghwﬁ’i Py
No. 8-A, Taluka: Sanand, Ahmedabad, Gujarat 382213, Indl‘&{ --3"”'?!;?;“”;?”?4 g}-?

site zddress
intas Pharmaceutficals Limited
Piot Nos. 5 to 14, Pharmez, Near Viilage Matoda, Sarkhej-Bavia National Highway,
No. 8-A, Taluka: Sanand, Ahmedabad, Gujarat 382213, India

has been inspected in connection with marketing authorization(s) listing manufacturer located
outside of the European Economic Area in accordance with Art. 111(4), of Directive 2001/83/EC as
amended, transposed in Pharmaceutical Law of 8 of September 2001 (Journal of Laws from
2022 ltem 2301).

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted
on 27-31/03/2023, it is considered that it complies with the Good Manufacturing Practice requirements laid dowrn
in Directive 2003/94/EC.

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and
should not be relied upon to reflect the compliance status if more than three years have elapsed since the date
of that inspection, However, this period of validity may be reduced or extended using regulatory risk
management principles by an entry in the Restrictiens or Clarifying remarks fleld.

This certificate is valid only when presented with all pages and both Parts 1 and 2.
'?,3‘ Th_a:émhent_icny of this certificate may be verified in EudraGMP. If it does not appear, please contact the

issuing gythority.
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phone 22 635 9951 gif@gif.gov.pl
fax 22 635 99 57
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Human Madicinal Products

Part 2

1 MANUFACTURING OPERATIONS

14

Sterile Products

1.1.1 Aseptically prepared

1.1.1.2  Lyophilisates
1.1.1.4  Smali volume liquids

11.2 Terminally sterilised
1.1.2.3  Small volume liquids

1.2

Non-sterile products

1.2.1 Non-sterile products

1.2.1.1  Capsules, hard shell
1.2.1.2 Capsules, soft shell
1.21.13 Tablets

1.5

Packaging

1.5.1 Primary packing

1.5.1.1 Capsules, hard shell
1.5.1.2 Capsules, soft shell
1.6.1.13 Tablets

1.5.2 Secondary packing

1.6

Guality control iesf'ngﬁ D E C 2023

L "

- (A

[Ty

1.6.1 Micropfold
1.6.2 Micrgd@logical: M\ VYA P. JOSH)

0. SECRETARY SERVICE Cf;
1.6.3 Ch 152 ‘F mTCm-d"lm! ROF ﬂL]‘lﬁiEgcgigulgzmATTESTED BY ‘fiE
: AHIMEDABAD

GIRISH S. PARMAR

Any rastrictions or clarifying remarks related to the scope of th:s certiﬂcate NOTARY
Points 1.1, 1.5, 1.6 concern rmedicinal products manufactured on productlcn i:lnes GOVT. OF INDJA

BlockC{v;alf‘ illing line 1, 2, 3, 4) Oncology Parenteral = s
and Block G (vial filling lines: 1, 2) (PFS Filling Ling 3} General Parenteral. 1 ; DEC 2023

Block B: points 1.2.1.1, 1.2.1.13, 1,5:1.1, 1.5.1.13;
Block € 2nd Floor Wing A: points 1.2.1.1, 1.2.1.2, 1.2.1.13, 1.6.1.1, 1.5.1.2, 1.5.1.13 also highly potent

products; Chief Pharmageutical |
Block G - only point 1.5 ﬁ tical Inspector
Ewa‘é]ewska

nhone 22 635 99 51 gif@gif.gov.pl

12 Senatorska sir, 00-082 Warsaw, POLAND www.gif gov.pl I
fax 22 6359957
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Country REPUBLIC OF INDIA \évr- By,
This public document N
COMMERGIAL DOCUMENT

hasbeen signedby  AUTHORISED SIGNATORY
acting in the capacity of  AUTHORISED SIGNATORY
bears the sealstampof  GUJARAT CHAMBER OF COM
INDUSTRY, AHMEDABAD

Certified

a  NEW DELHI, INDIA the 27-Dec-2023
by 8O (Ol/Attestation) MINISTRY OF EXTERNAL AFFAIRS

No. GJAH0000322223 g ./
.”"M{m Ay AL

ﬂmﬂ'ﬁ lNTASPMRMACEUﬂGALS LTD

(rﬁv mm
{Pankai Kumar)

*\\ argwrt wfEERrd (e /3 i)
z %orine Officer (Attestation/Q.L)
L4t ‘I"ATTT ; GV, Division




