FA

BhA

Eontral Drugs Standard Control ﬂrgmﬂsaﬁoﬂ
Diractorats General of Health Services
Ministry of Health & Family Walfara:

> Food and Drug Admiplsteation Bhawan

Kotla Road, Now aemi-ﬁoocz ;
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ARG e Tam
T e cGEY, IOGAK DISL . . 5, BSCper mquoment of EU

“for fmpon of active substances- imparted into the European Union (EU) for
madicinal products for humisn tise, n accordznce with Article 48b(2)(b} of -

aimtxva 2051!831}3(': from ndia-Reg,
ik,

ami e recommendation recelved from ODCQ):. Hyderabad. Zovié: on he above
noted subjgct.

Pleage wiarto your apphca’don su&zfml ed to CDSCD Hydera ad Zone office

Wiiten Gonfirmalion’ as’ required Tor aclive. substances importad. fnto- the
{:’u'apean Urion (EUY for medicinal products for human use, in accordancs with
Article 48b(2)(b) of Difentive 200183/EC from india s he'emti'l granted ‘subject 1o
the fonawing ccmdaham - . :
Y. The Ackiva Pharmaceutical Ingredients shall confirm fo Gaoﬁ Manu!acmring
" Practices mentisned i the EU diraclives. or other eqmvaient (GMP of

WHOICH Q73

2. “The mamifacturer is subiect ‘to regular, stict and’ lmnspafaﬁt sontrols and
he affective enforcement of Good Manufaciufing Practcs, including repeated
‘and unarinounced ;nspec‘uans,_sa as 1o ensure 3 pratection of publ[c heatty

‘enudvalent to that in the BU.

3, Yhe mariufacturer s reqmred fo fnﬂuw the G_mdamse dor.ument Yor I5sue uff

Wiitten Confirmation a8 issued by CDSCO.

A \Witten Corfirmation shail be produced by e Mhorizad Exporier as and-

‘when requiied by the Drug Regutatory Aulhﬁnty

&, The Wiliten coﬁﬁnﬂaﬁm wﬁl be withdeawn i in'the events: of non campf idnce uf
ﬁtandafds

‘8. This Written Confirmation; unfess it {5 s0ongr suspended or canceled, shial]
T bavalid for a penod of three years
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7 It the suenk of any Non Compliance observed during Inspections canducted
hy Locat or international Drug Autharities, the sanie shall be forwarded fo this
sffice within 7 days of receipt of zepod, ;

8. i the ‘svant of dny’ druig found-viot of standard quality, the.same shall be

teportad to this office within 7 days of reckipt of repart.

... Pleasa note that Weitten Confinviotion fssued is liable to'be suspendad #
cancelled, if any of the conditions stiputated abové are not complied with or in cass.
of viglation of the provisions of the Diugs & Cosmatics Act; 1840 and the Rules:

thereunder as thix Case may be: ~

Plaase scknowledge this recsipt,
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GUVERH“SH{?E k?r‘:-? t: FAMILY WELFARE. - ;
T e L CERTIEICATE. b,
. ' Central Drugs Standard Control Organization’ CERTIFICATE. NO

svfirr ﬁ fnt a\‘mﬂ substarices imported inta the Burepedn Unior [EH) tar mﬁicimﬂ
Wﬁm;rg;um :wo%?umn use, En ucerdancn with Arﬂcie 465{2)(&) of Directive 200VBIEC

1. Hame and sddress of site: -f " b _
i C B
4. ) . d f.

scturede ticence numher

R&garding the nianutaciuring plat undar (1) of the !atr:mmg Aoths subs!anaa{s} expanad ie
ey EU for mediclr pmd:c!sfor human uge .

Ay perﬁstem;lm au_ﬁnngxnre-f -
The ixeing Rgulatary Astharity hisrehy cotifimh that

he stenderdy of 9664 Mufactwing praclice applicable o this mmumnmg plzml arg
soast eqlm‘a!ml tey ;hesa kaid downt In the EU[= GMP of WHONCH Q7)) '

The maaumtunng ;ﬁanl 13 suh}m:t fis regisdar, stict and lranspa;ml mntmls 3d. 15 the
effective enforéamant of gcod manufacturing pactics, inckuding repealed and uranounced;
inspectione, £ as to snsure & pretection of pubiic | heauh al lagst equivalant to mant b thi B
am!

ki ﬁwf ayent of ﬁr&emys relating to- nm«mmlmca En!orrnauon o such ﬁmfngs i sum:ﬁed '
by !fzaaxmrﬁng third coyniry without delsy ¥o the EU,

bmaflmmﬁun of the plant: O T U ny
'mu Wntfsn Gorfirmiation mmatnz vaﬂd um!l '

“The. aug:-.emiuty u{ thijs: m”ﬁan cmﬂinuatm may be vertﬁed mfh lﬁa fssumg regulafmy
“authorily.

:‘ﬁtia weitten confimration is withiout ;we;udb:n t fhia rasponsibﬂiff:ea of the mntxfadursf m
. answa:he quality of thet medmnat product in socordance with Diractive znm ENEC. -

jﬁddm of the Issulng mgufm:y mﬂﬁbﬂ‘fy‘

' Name and function of rasponsible person;

“Eamath
Telephons no::
Fax oo




k SQVERHMS;;;g:IE%? l:FAMf.Y WELFARE
£  MINISTRY OF HEAL , : : CERT KT, NG &
e Coniral Drugs Standsed Control Qrganfzation CERTIFICATE N 2

Writhen confirmation for active substances mporiad Infa the Europesn Unlon {EU) for sediclngl
' 'amdgﬁts for human use, in seeardance with Article 46h(2)(b) of Directive 2001/83EC

1. Humne-and addrats of nite:

Ustof APls: -

{8 No.  Active substancelsy” - - 1 Activity{Tes]
1, T Manufactufing & Pack
LR | Marufacturing & Packing |-
[ = S | | ManUTaClGANG & Packing |
S o ot MBTUEECHING &

| Menufactuing & Packin

Manutactiring & Packing |
| Manufacturing & Packs
Meputactiuing & Packing |
_ § Maneufactyring X Packing |
Manufaclyring & Packing {
.| Manufacturing & Packing
{ Manutaciuning & Packing
Menulacturing 8§ Packing
Wanufactinng & Packing
| Manufactoring & Packing
y _ | Manufactunng & Packing |
5 Yoo § Manafactring & Packing |
‘ | Manofadioring & Packing

Tha Wittan Conflimation remains valid antll g




