7-5/2013/EU/WC-0041
Government of India
Directorate General of Health Services
Central Drugs Standard Control Organisation

(International Cell)
FDA Bhawan, Kotla Road
New Delhi-110002

Datad:n 1 418 2019

To

M/s Hetero Labs Limited., Unit-1 Sy No.10,
I.D.A, Gaddapotharam(V),Jinnaram(M),
Sangareddy Dist, Telangana State.

SUB: Written Confirmation of M/s Hetero Labs Limited., Unit-1, Sy No.10,1.D.A,
Gaddapotharam (V), Jinnaram (M), Sangareddy Dist, Telangana State as per
requirement of EU for import of active substances imported into the European
Union (EU) for medicinal products for human use, in accordance with Article
46b(2)(b) of Directive 2001/83/EC from India-Reg.

air,
Please refer to your application submitted to CDSCO, Hyderabad Zone and the
recommendation received from DDC (1), Hyderabad Zone on the above noted subject.

Written Confirmation as required for active substances imported into the
European Union (EU} for medicinal products for human use, in accordance with Article
46b(2)(b) of Directive 2001/83/EC from India is herewith granted subject to the following
conditions:-

1. The Active Pharmaceutical Ingredients shall confirm to Good Manufacturing
Practices mentioned in the EU directives or other equivalent (GMP of WHO/ICH
Q7)

2. The manufacturer is subject to regular, strict and transparent controls and to the
effective enforcement of Good Manufacturing Practice. including repeated and
unannounced inspections, so as to ensure a protection of public heaith
equivalent to that in the EU.

3. The manufacturer is required to follow the Guidance document for Issue of
Written Confirmation as issued by CDSCO,

4 Written Confirmation shall be produced by the Authorized Exporter as and when
required by the Drug Regulatory Authority

5. The Written Confirmation will be withdrawn in the events of non-compliance of
Standards.

6. This Written Confirmation, unless it is sooner suspended or cancelled, shall be
valid for a period of three years.

7. In the event of any Non-Compliance observed during inspections conducted by
Local or International Drug Authorities, the same shall be forwarded to this office
within 7 days of receipt of repart.



8. In the event of any drug found not of standargd quality, the same shall be reported
to this office within 7 days of receipt of report,

Please note that Written Confirmation issued is liable to be suspended /

cancelled, if any of the conditions stipulated above are not complied with or in case of

violation of the provisions of the Drugs & Cosmetics Act, 1940 and the Rules
thereunder as the case may be.

Please acknowledge the receipt.

_ Annexure No. | No. of Products | Date of issue | ~ Validity ]

01 87 s Three years from thej

| - (0GNGHY | e |
02 08 EE . Three years from the

F i 09 Al 2019 | date of issue J

Yours faithfully,

4+

-~

(Dr. S. Eswara Reddy)
Drugs Controller General (India)
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WC-0041

. MINISTRY OF HEALTH & FAMILY WELFARE
entral Drugs Standard Control Organization CERTIFICATE NO. :

Written confirmation for active substances imported into the European Union {EU) for medicinal
products for human use, in accordance with Article 46b(2)(b) of Directive 2001/83/EC

1. Name and address of site: M/s Hetero Labs Limited.,
Unit-1, Sy. No.10,1.D.A,
Gaddapntharam[U},Jinnaram{M],
Sangareddy Dist,Telangana State.

2. Manufacturer's license Number: 25/MD/API97/BIR

Regarding the manufacturing plant under (1) of the following Active substance(s) exported to the EU
for medicinal products for human use

As per list Annexed
The issuing Regulatory Auhority hereby confirms that

The standards of good manufacturing practice applicable to this manufacturing plant are at least
equivalent to those laid down in the EU (= GMP of WHO/ICH Q7

The manufacturing plant is subject 1o reguiar, strct and transparent contrals and to the effective
enforcement of good man Afacturing practice, nciuding repeated and unannounced Inspections, so
as to ensure a protection of public health at least equivalent to that in the EU: and

In the event of findings reiating to non-compliance, information on such findings is supplied by the
exporting third country without delay to the EU.

Date of Inspection of the plant: 17", 18" 18" June 2019,
The Written Confirmation remains valid until’ (03) Three years from the date of issue,

The authenticity of this written confirmation may be verified with the 1ssuing regulatory authority,

This written confirmation s withou! prejudice to the responsibilites of the manufacturer o ensure |

the quality of the medicinal product in accordance with Directive 2001/83/EC

Address of the issuing regulatory authority Central Drugs Standard Control Organisation
FDA Bhawan, Kotla Road.
New Delhi- 110 002.India

Name and function of responsible person: Dr.S.Eswara Reddy.
Drugs Controller General {India).

E-mail: dei@nic.in,

Telephone no.: +91-11-232369865

Fax no.: +91-11-23236973

é; R& Stanigr of the authory and date

Sterinre

09 771 2018
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| Annexure-01

i WC-0041

3 @ e iy AMILY WELFARE

' Y OF HEALTH & FAMI _ i g
§| S (E_:ﬂelmi.ll-%rugs Standard Control Qrganization CERTIFICATE NO ‘E:
a l
' . ) : e - intc European Union (EU) for medicinal =
| Written confirmation for active substances imported into the ; : 1|
q| ! LEmdm:Ts far human use, in accordance with Article 46b(2)(b) of Directive 2001/83/EC o
il P
= e
- 1. Name and address of site: M/e Hetero Labs Limited., it
q Unit-1 Sy No.10,1.D.A, =
" Gaddapntharam[V},Jinnaram{rﬂ], iLn;
= Sangareddy Dist, Telangana State. o
List of APIs:

; sl - Name of the active substances T — Activitie(s) |
= = T | = S
e 1 Abacavir IH _ _ Manuf_actu_r_rng_arlcl?acking
Qi £ Abacavir Sulfate U—_{_;’_Ph_EL_Jr;LJSP I _Mﬂ“‘-_‘_ff‘“_“"_'ﬁ_@ Packfng ' I| i
_ 3 Abiraterone Acetate |H/USP ] Manu_f_act_g_i]n_gi and Packin :
":%I 4 Anastrozole IH/USP/Ph Eur Manu_ractunr!g_ and Packing |

sl 5  Anpiprazcle USP/Ph. Eur/iH Manufacturing and Packing |

i 6 4_%_1323?13'&"“" Sulphate |H o I'u{l;nufacturing and Packing _|

% 7 Atomoxetine Pﬂdﬂcrﬂ_oriieESPfPh EuriH _Manufacturing and Packing

= 8 | AEw_astatjn Ga_lci_L_Jm Trihy::fr:ate Ph.gur_ B Manufacturing and Packing

5| 9 | Busulfan USP/EP i

: I fanUspEP — — — | Manufacturing and Packing
j| _ 10 Eefdgmuz;tine Hydrochlonde IH _ Manufacturing ang Packing |

11 Bicalutamide IH/ USPPhEuwr Manufacturing and Packing
Manufacturing and Eai:kfng

12 Bortezomity [H -

—_—— — L

i'a__Céﬁzi_ta}E*I_'!H - - | Manufacturing and Packing
: 14 Candesartan Cilexet|| BP/Ph Eur/USP/IH fﬂanufacturirrg_ and Packing
- 15 E_S_apecntab:rE Ph Eur/lUSP/IH : Mar‘:u_fa-::_tunng aqdﬁécking

16 ' Carbopiati- BP/USP/Ph Eur
17 Cilazapril Ph Eyr

18 C_ugplahrs BP/IUSP/PH Eur

19 Crizotinib 14

20 | Ela_rﬁnﬁur_,ﬂ._m_drpﬁcﬂs_ H
21| Darunavir Ethanolate [N~

Manufacturing and Packing
_ Manufacturing and Packing | |
Manufacturing andg Packing :
_.. Mar:ufa'ctuﬁng End_PECﬁQ_j
~Manufacturing 2 and Packing |
!_Td'aﬁiﬁﬁng and Packing

[=>

22 Dasatinib |H ] Manufacturing and Packing
B ga.f_;g@a—r:a_tggiipi HRPH_EHT___ - e Manufacturing ang Packing | |
24.| gdg_r_jq_s.:r_ne_u_s_P{Fh_Eyr - Manufacturmg_and_PE:ﬁté_ | =
29 Dutasteride IN/USPIPh ELr Manufacturing and Packing | |,
& 26_1 I_Ef_avirgr;;_USJf{H-_f_ S ' ‘Manufacturing and Packing =
ﬁ 27 Emtnicitabine |H/USP - . Manufacturing and Packing | L
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@ GOVERNMENT OF INDIA

Written confirmation for active substances im
preducts for human use, in accordance

MINISTRY OF HEALTH & FAMILY WELFARE
* Central Drugs Standard Cantrol Organization

Annexure 01
wWC-0041

CERTIFICATE NO. :

~ Manufacturing and Packing

ported into the European Union (EU) for medicinal
with Article 46b{2)(b} of Directive 2001/83/EC

AclivltiE{S}

Manufacturing and nd Packing
Manuracturmg and Packing
Manufacturing and Packing

Manufacturing and Packing

. Manufacturing and Packing

| Manufacturing and Packing

' Manufacturing and Packing

~ Manufacturing and Packing

Manufacturing and Packing
Manufacturmg and F‘ackmg

Manufactunng and Packing |

Manufacturlng and F‘ackmg

" Man ufacturing and Packing

Manufacturing and Packing I
Manufacturing and Facking

' | Manufacturing and Packing

Manufacturmg and Packing

Manufacturmg and Packing {
Manufacturmg and Packing |
Manufacturing and FEEF{IHQ

Maﬂut‘acturmg and Packmg

| Manufacturrng ‘and Packi ing |

" Manufacturing and Packing |

Maﬂufacturmg and F'ar:kmg_'—l

: Manufacturing and Packing

Manu’ractunng and Packing |
Manufacturing and F’achmg
Manufacturmg and Packmg
Manufacturing and Packing
Manufactur:ng and Packmg_‘

~ Manufacturing and Packin ng

Page 2 of 3

_SINo. | Name of the Active Substances
28 Entecap{}ne BP/IH/USP/Ph Eur
|29 " Erlotinib Hydrochlonde IH
; 30 Escstalopram Oxalate IH/USP
| 31 Etonccmb IH
|32 Ezetlmlbe IHIUSP
EE " Finasteride IFUSP/Ph Eur
, | 34 Gefitinib IH/BP/EP
i i |'35 ~ Gemcitabine Hydroch%orlda USP/Ph Eur |
fﬁl 36 Hyaralazine Hydrochioride BP/USP/Ph Eur
*E| a7 Imitinwesﬂate PhEur
-.“siil 38 _Imatlmb Mes;late IH
--,3: 39 Irbesartan BP/IUSP/Ph Eur
4 40 Innotecan HydrochiroideUSP
i 41 Lamivudine EP/USP/PA Eur
i 42 Lapatinib Ditosylate Monchydrate |H
j 43 | Letrozole USP/Ph Eur
i i 5713 | Levetiracetam IH/BP/USP/Ph. Eur
‘j‘ T#E_ [ Lopinavir USP/IH/Ph Eur
= 46 | Loratadine BP/USP/Ph Eur
%ﬁ 47 Lenalidomide | H o
| 48 MaravirocIH -
gé| 43 MelphaJan H;rdrnchlﬁ_rirj?iH
= 5{] Mllnaclpran Hy_dr_ncFIorlde IH )
4' 51 “Nevirapine Anhydrous BP/USP
ssql | 52 _ MNevirapine Parjll_lj_j,f__d_rate_ﬂl‘-’
| 53 Nilotinib Hydrochlonae [H
& 64  Oxaipiatin USP/Ph Eur
ﬁ' {‘.:\L’ ab ' Oimesartan Megoxomil USP/Ph Eur/IH
-ﬁ‘ 56 ' Oseltamivir F’hcsphate USF’;F‘h EquF‘
% 57 | Pacitaxel USP/Ph Eur
ﬁl Ii | F"aZDpEr_lib_H "."d'I‘DCHIDfIdE IH
450 .99 Eplerenone |HIEF= .
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|
A G Cenirul Druge Srandord ALY WELFARE CERTIFICATE NO. -
ji Written confirmation for active substances imported into the European Union (EU) for medicinal
= products for human use, in accordance with Article 46b(2)(b) of Directive 2001/83/EC
j 'ﬁﬂa—‘" ~ Name of the Active Substances ] Activitie(s) ]
60 | Cyclophosphamide Monohydrate USP/Ph Eur Manufacturing and Packing
él B Daciataswr Dahydrochlorude IH 1 _ Manufacturing and Packing
A 62 Dclutegrawr sodium IH - - Maﬁufacturrng and Packing
= 83 | Innotecan Hydrochloride Trihyarate EP * Manufacturing and Packing
| 64 Pemetrexed Disodium IH ] _Manutactunng and Packing
j 65 Pioglitazone Hydrochloride IH/USP/Ph Eur Manufacturing and Packing |
a 66 Quetiapine Fumarate USP/Ph EuriH Manufacturing and Packing
j' 67 Rarmpnl BP/USP/Ph Eur | Manufaﬂturmg and F’acklng
4| 88 Saguinavir Mesylate USP ~ Manufacturing and _F’ack_lng
| 639 Saqumawr Mesilate BP/Ph Eur Manufacturing and Packing
g| 70 ' Simvastatin Ph Eur/lUSP Manufacturrng and Packlng
i, 71 Sorafenib Tosylate IH | ‘Manufacturing and Packing |
jl 72 Stavudine BP/USP/Ph Eur ' ' Manufacturing and Packing
=) 73 Sunitinib Malate |H | Manufacturing and Packing
<¢=j|| 74 " Telmisartan BP/USP/Ph Eur | Manufacturing and Packing
= 75 Temozolomide USP/H Manufacturing and Pac}cmg '
J| 76 ~ Tenofovir Disop: IH | Manuracturmg and Pa{:kmg |
Ll T ' Tenofowir Disaproxl Fumarate H Manufacturmg and F'aﬂiqmg
54' 78  Terbinafine H Hydrochloride BPIUSP!F’h Eur ~ Manufacturing and Packing
i 79 Thalidomide USP ' Manufacturing and Packing
~ 80 Torsemide Anhydrous Ph Eur ' Manufacturing and Packing
ETI 81 Torsermide USP ' Manufa:ruring and F’ackmg
= 82 Valsartan BP'USP/Ph Eur Manufacturmg and Pacrﬁé_
-:ﬁ' 83 Velpatasvir IH - - __Manufacturing and Packing |
5 | B4 Voriconazole IH/USP/BP/Ph Eur | Manufacturing and Packing |
’ﬁ | 85 ZIdG‘u’UdIJ"IE USP/Ph.Eur/BP | Manufacturing and Packing
. | BB Zoledronic Acid Monchydrate IH I Manufacturing and Packing
ﬁ 87 | ZGHISEIFI"IIdE I ﬁfUSP | Manufacturmg and Packing
= - ITEM(s) Eight Seven (87) Only
: The Written Confirmation remains valid until (03)Three Years from the date of |ssue
531 Stamp of the authority and date
ql Signalure .
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| 4 Annexure - 2

- @ OVERNMENT OF INDIA .

I ﬁnmsmv OF HEALTH & FAMILY WELFARE CERTIFICATE NO - WC-0041
&' Central Druus Standard Santra] Organization 5

. Union (EU) for mediginal

| : . - dclive substances imported into the E“r"F‘E‘a". .

= writtE:r;iittlt:l?;:ulrlju[rﬂaﬁcuﬁe N accordance with Artiele 46b(2)(b) of Directive 2001/83/EC

tﬂ. 1. Name and address of site: p/s Hetero Laps Limited., Unit.1 Sy No.10

| 1.D A,Gaudapozharamm Jinnaram(m)

o angareddy (Dist) Telangana state.

|

%I List of Apjs:

i

J 8. No. Name of ths Asiive substance(s) _Activityfies)

4 Ty pame o e — |

! | ]__I’_E_Ifxaru!ene IH o Manufa::turr‘ng & Packing.

= 2 Cilazapri Ph Eur Manufacturing g Packing |

5 . ‘_'_"‘—'.———-———————————_‘—.'——— T .

= [ 8 Etrailrl_rlﬁ_[_f_"l e _ﬁ._-'!_inﬁfacturr_ngapackmg

-.;-aj| 4 __E_p;.iaﬂut_amide IH ' _ Manufac_turmif& Packing |

i 5 Plerxafor it Manufactiring § Packing

] 5 Pomaidon de IH Fﬂafnbfactuﬁnﬁﬁgﬁﬁ—'

4 - Pralatexate jy  Manufaciiring g Packing |

3 B8 Regorafenp IH Manufacturln & Packing |

———S=R1EeNIb 1H. —____| vianu ..9_____2_

= ITEM{S] Eight (08) Oniy

J This Certificate s being ISsued subject to condition that the firm shall obtajn NOC
e from the Competen: Authority, gn Case to casge basis, to Manufacture the above
':I mentioneq dctive Substances for the Purpose of eXport only, as the above
=l mentioned active Substances are not approveq for Manufacture or sale in India,

.-'-' = '\-

The Written Confirmatinn remains valig until: (o3 Three ears the date of Issue
-\5 W

L.
)
%
-
=
i\

Ntctip of the @atthority aned

| e
& c'/':" . ﬁ ' n _dln-r;-:-: -
= @s’q%‘zﬂ U i 2019
=

L

N\
“\
ﬂ‘\
N
-

e e ot | 1)) K 11|




