
T{ELLENIC RTIPT'BLIC
}IINISTRY OF HEAt,'I'H & SOCIAI, SE(IT]RI'TY
NATTONAL ORGANIZATION I.'OR MEDI(]INtis
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Holargos: 20-9-2023
Ref, No: tO I EA+

TO: ,TITAN LABOb4TORIES Pvt. Ltd.

f Plot No. E27/l & E27/2, !V.I.D.C.

\/ Mahad, l/illoge-Jite, Dist. Ruigad
M o h oras htro S late, Pin-4 0 23 09

India

Division : Division of Production
and Distribution Control

Department : Inspectious
Information : Dr S. Giannakou
Tcl. / Fax :210 65073381 210 6-50740-5

F-ax : 210 6549591
Enrail : sgiannakou(Zleot.gr

Subject: TITAN LABOb4TORIL:S I'vt. l.td.

Dtor \ils.

Ijollorving the inspection of 'l'l'fAN I.ABORAI ORII-S Pvt. Ltd.. please Ilnd attached the

CiN4l'certificate.
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DILIP GUPTA
Sr. Exectltive
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CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part I
lssucd tbllowing an inspection in accordance rvith :

Art. I I 1(5) of Directive 2001/83/EC as anrended

The competent authority of Greece confirms the follou'ing:

Tlre manufacturer: Titan Laboratories Privutc Limited

Site address: Plot llo E 27/I And E 27/2, *litlc il'Iohad llillage.lite, Raigad,402309, India

Olv{S Orgartisation Id. / OMS l*ocation Id.: ORG-10002142A I LOC-1000301l7

DUNS Number: 86-33 7-0948

Has been inspected in connection with rnarketing authorisation(s) listing maltuf'achrrers located outside of

the European Economic Area in accordance with Art. I I l(41 r:f Directive 200 1183;'EC transposed in the

following ttatiotral legislation:

l.Yf 3(a)/7.n. 32221n9-4-2013, Art. 162(1)

From the knowledgc gained during inspection of this manul'actttrer, tltc latest of which u'as conductcd

on 202i-06-09, it is considered that it complics with:

. 'fhe principlcs and guidelines of Gcod N{anufacturing Practice laid down in Directive 2003 941itc)

This c-ertificate reflects the status of the manufacturing site at the tirne of the inspection noted above and

should not be relied upon to reflect the cotnpliance status if ntore than three years have elapsed since the date

of that inspcction. I'lowever, this period of valiclity may be reduced or extended using regulatory risk

management principles by an entry in the Restrictions or Clarifying remarks field. I'his certificate is valid

osly when prcsented with allpages and both Parts t and 2.The auttrenticity of this certificate may be verit-red

in EudraGkl DP. If it does not appear. please conkct the issuing authority.

lvlenther Sutt:.

'Gttilant:a itn t!*,intu:t1rtttttion of this ten4lart: tur t'e founrl in lht'llelp ncntt fi liuLlru(i'lll.)l'datuhu-rtt

:'lhcse 
rcrlt,irr,r,tnt.t -{til/it thc G\lP recomntentlatitttts ol llrllO.
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Part 2

I-lunran fuledicinal Products

1 iIIANUITACTURING OPERATIONS
1.2 Non-sterilc

p ro tl u c t s (p ro c e s s i ng o p e t.a t i o n t- .{o r t h e _/bl lo w i ng tlos a ge fi t r n t s )
1.2.1 .l Capsules, hard shell
l.?.1.8 Othersoliddosase forms
1.2.1 . l3 Tablets

t.2.1 Non-sterile

1.2.2 lhtth certdicatiott

l.s
Prinmn, Packaging

1.5. l. I Capsules, hard shell
1.5.1.8 Other solid dosage forms
1.5^1.t3 Tablets

t..t. t

1.5.2 Secondary packaging

t.6 Qual control
t.6.2

t.6.3

Mic ro b io logi<:a I : n <t n -s te r ili n:

Chemical/Physical

'l

g

Aly restrictions rclatcd to thc scopc ol.this ccrtil:icare:

Otler solid dosul;c fornt'' inclutle grunulu antl pllets. Tle GLIP Ccrrificatt is limited to illorlule II,
tuIotlulc III,:llodule Il: & ltlodule M of tfu huitding.

Clarifying rentarks (for public users)

Otlret solid dosage fornts include granules and peltets. Tly GfuIP Certificate iis litnited to Module II,
fl,Iotlule III, l4odulc ll.'& *Iodule fuI of tta buildiug.

BOM8.{YCit^mBtR

18:36

O,riine Eir,iraGtulDP. Ref key: 163g1 7 lssuance Date 2023-09-09 Signalory. Dimitrios Dimas Page 2 of 3



?
Nanre and signature ol the authorised person of the

Conrpetcnt Authority ol'
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&
l)

Dimitrios Dimas

l'el:+J0 213 2040373

lrax:*-10 213 2010563
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