Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUPHKAT AHAJIM3A

www.drreddys.ccm

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon™ Dkenpece (keToponak) TabneTky,

JHcrIeprupyemble B TONOCTH pra, 10 Mr

Batch No / : V2202600 Batch Quantity / : 36,00,000 tab /
Cepus Ne O06neM cepiu 36,00,000 Tab
Analytical Report No / : 890001635243 Date of Analysis / 26.12.2022
AnannTHdeckuii oraer Ne Jarta anajansa

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
Jlara mpoH3BOACTBA Tonen xo

Analysis performed according ND / Anan3 npoBe/ieH no HA:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3MeHeHue Nel ot 27.12.2021)

Page1of 7/Crp. 1 m37

No

No Test / ITokazaTeab Results / Pe3yabTaThl Specification / Hopma

1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyriible, TUIOCKHE Kpyrnsle, miockue Tabnetku ¢ Gackoii,
TabneTkn ¢ packoi, CBETNIO- CBETJIO-KENTOTO LBETA C IPaBUPOBKON
JKENITOrO LiBETa C TPABHPOBKOM «l» Ha OHOM CTOPOHE.
«l» Ha OIHOH CTOPOHE.

2 Identification / [TopauHHOCTH

Ketorolac / Kemoponak

a) Byuv/
YV ®-criekTpooTOMETPHS

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2nm). / YO-COEKTpHI
MOTJIOLIEHNA HCIOBITYEMOTO pacTBopa 1
pacTBOpa  CTaHmapTHoro  ofpasia
KeToponaka TpPOMETaMUHA  JOJDKHBL
AMETb MaKCUMYMBI [IPH OIHOW 1 TOM Xe
IUIMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
[Tpnmeyanse: TTpoayKT COOTBETCTBYET tpedoBanusaM HJI

Conclusion: APPROVED /
Baxmouenue: OJJOBPEHO

Prepared by /
Tloxarotosneno: Pravesh Rana

Checked by /
[Tposepeno: Ramakant r

Approved by: Manager/Executive /
Onobpeno: Menezukep / PykoBoaurenn

JNara: 26.12.2022

Jara: 26.12.2022

£ Amit Kumar :_;_\’; -
Repiiut Date / Reprint Date / Reprint Date /

Hara; 26.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel- 491 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Lid
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHO®UKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon" Dkenpece (keToponak) Tabierks, IHCIEPrupyeMble B MOIOCTH pTa, 10 Mr

Batch No / : V2202600 Batch Quantity / : 36,00,000 tab /
Cepns Ne O0beM cepHH 36,00,000 Tab
Analytical Report No / : 890001635243 Date of Analysis / 26.12.2022
AnamaTuueckuii order Ne JlaTa aHaJn3a

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
Jara npon3BoicTBa T'open o

Analysis performed according ND / Ananus nposeaen no HJL:
JII-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page2of 7/Crp.2m3 7

No

Test / ITlokazaTennb
No

Results / Pe3yabTaTbl

Specification / Hopma

b) By HPLC/B2XX

Complies / CoOTBETCTBYET

The retention time of the main peak on
the chromatogram of test solution
should correspond to that on the

chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpemsa ylepXusaHus
OCHOBHOIO IMHKa Ha XpPOMaTorpamme
ACTBITYEMOTO  pacTBOpa  JOJIXKHO
COOTBETCTBOBATh BpEMEHU
VAEPKUBAHHS OCHOBHOTO TMMKa Ha
XpoMaTorpaMme pacTBopa
CTaHJapTHOro obpasla KeTopoJiaka
TpoMeTaMHHa (pazmen

«KonuuecTBeHHOE onpeneﬂeﬂne») .

Remarks: The Product conforms to ND/
ITpumeuanue: [IpOAYKT COOTBETCTBYET tpeboBanuam HJT

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[MonrotosneHo: Pravesh Rana

-+

Checked by /
[Tpoepeno: Ramakant

%‘-L‘J

[\

Approved by: Manager/Executive /

OpnobpeHo: Menenxep / Pykosoaurens

Amit Kumar ‘;'_\,,.'. N
L

Reprint Date /
Hara: 26.12.2022

Roprint Date /
Jara: 26.12.2022

Reprint Date /
Jara: 26.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoxyxt: Keropon™ Drenpecc (keToponak) TabneTKH, A0

crieprupyemsie B II0JI0CTH pTa, 10 Mr

Batch No / : V2202600 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0beM cepul 36,00,000 Tab
Analytical Report No / : 890001635243 Date of Analysis / 26.12.2022
AHanuTHYecKuil oTdeT Ne JlaTa aHaaH32

Date of Manufacture / : DEC.2022 Date of Expiry / ¢ Nov.2024
Jata npou3BoIcTBA T'open oo

Analysis performed according ND / Ananus npoBeeH 1o HA:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmeHeHHe Nel or 27.12.2021)

Page3 of 7/Crp.3 w37

6yTHJ’ll"HIIpOKCH3Hl/l30J'l

1;.2 Test / [lokazaTenb Results / Pe3ynbTaThl Specification / Hopma

3 Identification Complies / COOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoanMHHOCTL butylhydroxyanisole peaks on the

chromatogram of the test solution
should correspond by the retention times
to 2-butylhydroxyanisole and  3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"

section). / BpemeHa yOepKMBaHUA
MUKOB  2-OyTUNTHApPOKCHaHW30Na U
3-0y TUATUAPOKCHAHU30IA Ha
XpoMaTorpaMme HCTBITYEMOTO
pacTBopa JIOJKHBI COOTBETCTBOBATH
BpeMeHaM yAEpKUBAHUA MUKOB
2-6yTIITHAPOKCHAHU30M1 "
3-0yTUArMAPOKCHaHN301a Ha
XpoMartorpaMmme pacTBopa
CTaHAAPTHOTO obpazna
6yTUNTHAPOKCHAHH30a (pazzen
«CopepxaHue

OYTHITHAPOKCHAHH30Ia»).

4 Average weight / Cpennss
Mmacca

69.0 mg/ 69.0 Mr

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
Ot 67,2 Mr 0 72,8 Mr (70,0 Mr £ 4,0 %).

Remarks: The Product conforms to ND/
Ipumeuanue: [IpoAyKT cooTBeTcTBYeT TpeboBaHHIM HI

Conclusion: APPROVED /
3axmouenne: OJJIOBPEHO

Prepared by /
[Moarorosneno; Pravesh Rana

9
[

Checked by /
[IposepeHo: Ramakan%
M

Approved by: Manager/Executive /
Onobpeno: Meuemwxkep / PyxoBoauTenb
Amit Kumar

Reprint Date /
Hara: 26.12.2022

Reprint Date /
Jara: 26.12.2022

Reprint Date /
Jlata: 26.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUOUKAT AHAJIN3A

www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[ Opoayxr: Ketopon® Jkcnpecc (keToponak) TabJIeTKH, JUCIEPrUpyeMble B IIOJIIOCTH pTa, 10 Mr

Batch No / : V2202600 Batch Quantity / : 36,00,000 tab /
Cepust No O6nemM cepHH 36,00,000 Tab
Analytical Report No / : 890001635243 Date of Analysis / 26.12.2022
Ananutuueckuii otyer Ne daTa ananusza

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
Jara npou3BoacTBa T'onen no

Analysis performed according ND / Auann3 nposenen no H/:
JITI-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel ot 27.12.2021)

Page4of 7/Crp.4m3 7

iﬂo Test / IlokazaTenan Results / Pe3yabTaThbl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than £ 10 %
OaHopogHOCTH Macehl 2/20 tablets - not more than + 20 % /
18/20 Tabnetox — He 6Gomnee + 10 %
2/20 Tabnerok — He 6onee + 20 %
5 Disintegration time / 16 sec /16 cek Not more than 3 min / He 6onee 3 mun
PacnmagaemocThb
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 99 % Not less than 75% (Q) of
. CisHisNO3C4H 1NO; (ketorolac
Unit-2 / Ta6n-2 105% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 105% | 75%  (Q)  CisHisNO3*CsHi1NO3
. . (xeToposaka ~ TpPOMETaMMH)  4YeEpe3
Unit-4 / Tabn-4 100% 15 MuUB
Unit-5 / Ta6n-5 101%
Unit-6 / Tabn-6 101%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JducnepcHocTh 710 pm sieve is formed. / Obpa3syerca
ONHOPOJIHAS CYCMEH3Hs, IPOXonsuias
CKBO3b CHTO C pa3MepOM OTBEpPCTHH
710 MKM.

Remarks: The Product conforms to ND/

ITpumeuanne: [IpoaykT cooTBeTCcTBYET TpebopaHusM HJI

Conclusion: APPROVED /
3akawyenne: OAOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotosneno: Pravesh Rana IlpoBepeno: Ramakant OnobpeHo: Menexep / PykoBonurens
L @b f)'d Amit Kumar |\ _.,,_‘\/\f///-
- !
Reprint Date / Reprint Date / Reprint Date /
Jara: 26.12.2022 Jlara: 26.12.2022 JlaTa: 26.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Ketopon® Dkcrnpece (keToponak) TabaeTKH, AUCIEprupyeMble B MOJIOCTH pTa, 10 Mr

Batch No / 1 V2202600 Batch Quantity / : 36,00,000 tab /
Cepusi Ne Qobbem cepun 36,00,000 Ttab
Analytical Report No / : 890001635243 Date of Analysis / 26.12.2022
AnaauTHueckuii oryet No Jlara ananusza

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
Jdata npou3BoacTea Tomen mo

Analysis performed according ND / Ananus nposegen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / uzmenenue Nel ot 27.12.2021)

Page 5 of 7/ Crp. Su3 7

8 Related impurities / PoacTBeHHbIe mpuMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-ruppoxcuananor
KETopoJaKa
ketorolac 1-keto analog/ 0.03 % Not more than 0.5 % / He Oonee 0,5 %
1-keToaHaIOr KETopoIaKa
Any unidentified impurity / 0.04% Not more than 0.5 % / He 6onee 0,5 %
eNUHUYHAas
HenaeHTUhUIUpOBaHHAS
NpUMECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CyMmMa nmpumecei

9 Water / Bona 2.0% Not more than 7.0% w/w /

He Gonee 7,0 %

10 | Residual solvents by GC/ OcTaTo4yHbBle OpraHn4ecKue pacTBOPUTEH
Isopropyl alcohol / 4 pg/tab /4 mxr B TabneTke Not more than 350 pg/tab /
HzonponaHon He Gonee 350 Mkr B TabneTke

Remarks: The Product conforms to ND/

Ipumeuanue: Ilponyxr coorBeTcTRyeT Tpebopanusm HJ

Conclusion: APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /
[oaroroeneno: Pravesh Rana

ol ‘4]

A

Checked by /
ITporepeno: Ramakant

Bukod

Approved by: Manager/Executive /
Onobpeno: Menekep / Pykosonurens
Amit Kumar _J}\_:\\/ N

S

Reprint Date /
Hara: 26.12.2022

Reprint Date /
Jara: 26.12.2022

Reprint Date /
Jlata: 26.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr. Reddy's Laboratories [ td.

[ T
) ‘.. Formuiation Unit-6
Dr. Reddy s .. Vill. Khel, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHUPUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® 3Kcnpecc (keToposak) TabJIETKH, AUCIIEPTUPYEMBIE B TOJIOCTH pTa 10 mr

Batch No / 1 V2202600 Batch Quantity / : 36,00,000 tab /
Cepust Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001635243 Date of Analysis / : 26.12.2022
AHaJHTHYECKMH oTUeT No Jara ananusa

Date of Manufacture / : DEC.2022 Date of Expiry / : Nov.2024
Jdara npoussoacTea T'onen go

Analysis performed according ND / Ananu3 nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel ot 27.12.2021)

Page 6 of 7/ Ctp. 6 M3 7

11 Microbial enumeration tests / MuxkpoOonoaoruieckas unucrora*

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1iee uucno Memnee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHM3MOB
b) Total Combined Yeast Less than 10 CFU/g/ Not more than 100 CFU/g /
and moulds count / O0iee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIIO APOMNKEBHIX U
IUIECHEBLIX IPHOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTcyTCcTBYET OtcytcTBHEB 1 T
12 Uniformity of dosage units / 3.0 Acceptance value (AV) not more than
OanopoaHoCTh 15.0 / ITpuemouHoe 3Ha4eHue (AV) He
JA03UPOBAHUS 6onee 15,0.
13 Assay / KosimuecTBeHHOE 9.8 mg /9.8 Mr From 9.0mg to 11.0 mg of
onpejaeseHue (98.4%) CisH13NO3+C4H | 1NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr o
11,0 MT C15H13NO3°C4H11NO3
(ketoponaka TpomeramuH) (ot 90,0 no
110,0 % OT 3as4BJICHHOTO KOJMYECTBA) B

TabneTke
14 | Butylhydroxyanisole 0.0917 mg/tab / Not less than 0.042 mg/tab /

content / Conepxxanue 0.0917 mr B TabneTke He meree 0,042 mr B TabneTke

OyTHJITHAPOKCHAHH30/12
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanue: [IpoaykTt cooTBeTcTBYET TpeboBaHusam HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Pravesh Rana [Iposepeno: Ramakant Onobpeno: Menegxep / Pyl{osoxmenb

) T Amit Kumar f;%\w“
; L @‘}L 1 u /

Reprint Date / Reprint Date / Reprint Date /
Hara: 26.12.2022 Jara: 26.12.2022 Jata: 26.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Qf’:‘

Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ; +91 98166 56001-02

CERTIFICATE OF ANALYSIS ,

CEPTUDUKAT AHAJIA3ZA www.drreddys.com
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Ketopon® Dkcnpece (keToponak) TabneTky, AHCNEPrupyeMblie B MMOJIOCTH pTa, 10 mr
Batch No / : V2202600 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6bem cepun 36,00,000 Tab
Analytical Report No / : 890001635243 Date of Analysis / 1 26.12.2022
AganuTHyecKHii oTueT No JlaTa anaauza
Date of Manufacture / : DEC.2022 Date of Expiry / : Nov.2024
JaTa mpou3BoaCTBA T'onxen no
Analysis performed according ND / Ananns nposegen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page7 of 7/ Cxp. Tn3 7

15 Package / YnakoBska 10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 TabneTox B
onucrepe w3z (ITA/AJI/TID ¢
piaronornotureeM/[12BIT)

donsru // (IT3/AJ1) ¢onsru. Ilo
2 6mucrepa ¢ MHCTPYKLIMER MO

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / [lo 10 TabneTtok B
6nucrepe 3 (MA/AJVITD c
pinaronornoturenem/I13BIT) ¢onbru //
(TI3/AJT) donbru. ITo 1 unu 2 6nucTepa c
WHCTPYKLMEN MO0 MPHMEHEHHWIO B TaukKy
KapTOHHYIO.

XpaHenue

NPUMEHEHHUIO B navky
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B coorBetcTBuH ¢ H]]

17 | Storage conditions / Below 25 °C. / ITpu TemriepaType He Bbile 25 °C.

18 | Shelf life / Cpox rognocrtu 2 years /2 roza

* At product release the quality control as per the parameter « Microbial enumeration tests» is
performed for each 20th batch, or for one batch in a year whichever is earlier.

* [Ipu BbIDYCKe JEeKAPCTBEHHOI0 MPENapaTa KOHTPOJIb Ka4ecTBa M0 NoKa3aTe/o
«MHKpPOOHOIOrHYecKas YHCTOTA» MPOBOAUTCS ISl KAKIOH 20-0ii cepun, HJIH A8 OJHOMH CEPHH B Ioj,

B 3AaBHCHMOCTH OT TOI'Q, UTO HACTYIIUT paHbIIE.

Remarks: The Product conforms to ND/
[Mpumeuanve: Ilpoaykr coorBeTcTByeT TpeboBanuam HJI

Conclusion: APPROVED /
Zakawyenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: Pravesh Rana IpoBepeno: Ramakant , Opobpeno: Mengmkep / Pykosogurenb
%ﬂt{.ﬂ&r Amit Kumar [ N\_AsM" —
N> s
Reprint Date / Reprint Date / Reprint Date /
Hara: 26.12.2022 Hara: 26.12.2022 Hara: 26.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LB5195AP1984PLCO04507

www.drreddys.com




