Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon™ Dkenpece (keToponak) TablieTky, Aucriepripyemble B IONOCTH pTa, 10 Mr

Batch No / : V2200511 Batch Quantity / : 36,00,000 tab /
Cepust Ne O6nem cepun - 36,00,000 Tab
Analytical Report No / : 890001580142 Date of Analysis / 23.03.2022
AHAJIHTHYECKHH oT4eT Ne Jlara anaauza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JaTa mpon3BogcTBa T'omen no

Analysis performed according ND / Anasins nposegen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / uzsmenenne Nel ot 27.12.2021)

Page1lof 7/Crp. 1 m37

No . :
Ne Test / IlokazaTenn Results / PesynabTaThi Specification / Hopma
1 Description / Onucanune Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrisle, mockue Kpyrunsle, mockue Tabnetku ¢ $packoit,
TabneTky ¢ ¢ackoit, ceTo- CBETIO-XKENTOTO LBETA C I'PaBUPOBKOM
JKENTOTO L[BETA C IPABUPOBKO «» Ha 0IHOM CTOpOHE.
«» Ha OJTHOI CTOpPOHE.
2 Identification / [TloqiuuHoCTE
Ketorolac / Kemoponax
a) ByUv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-crekrpsl
NOMJIOIIEHHS UCIBITYEMOTO pacTBopa
pacTBopa  cTaHAaptHoro  ofpasua
KeTopoNiaka TpOMETaMHHA  HOJKHEI
MMETh MaKCUMYMBI IIpH OJTHOM U TOit xkKe
JUIMHE BOJIHBI (£ 2 HM).

V®-cnexktpodoroMeTpus

Conclusion : APPROVED /
3akaiouenue: OJJOGPEHO
Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTesnb

Remarks : The Product conforms to ND/
I1pumeuanne: Tlpoaykr cooTBeTCTBYET TpebGoBaHHsM HJT
Checked by /

Prepared by /
Ioarotosnenu: Mauish

Sharma & ’—:@A“fﬂ F- Amit Kumar N—
— (x ‘_.\/
Reprint Date / Reprint Date / Reprint Date /

Hara: 23.03.2022 Hara: 23.03.2022 Hara: 23.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 299, Email: mail@drreddys.com
CIN: L85195AP1284PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIU3A

www.drreddys.com

’ﬁoduct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Dkenpece (ketoposnak) TabneTky, AMcneprupyemsle B MONOCTH pTa, 10 Mr

Batch No / ¢ V2200511 Batch Quantity / * 1 36,00,000 tab /
Cepus Ne Oo6bem cepun 36,00,000 Tab
Analytical Report No / : 890001580142 Date of Analysis / 23.03.2022
AHaJauTHYecKkHH oTyeT No Jata anaaunza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jata mponzBoacTBa Togen go

Analysis performed according ND / Ananus nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page2of 7/ Crp. 2 w3 7

No

Test / ITokasaTeianb
Ne

Results / PesynbTars!

Specification / Hopma

b) By HPLC/B3XX

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 ymepXuBaHus
OCHOBHOTO IIMKa Ha XpoMaTorpamme
HCIILITYEMOIO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpPEMEHH
YAEPXKMBAaHHs OCHOBHOrO TIMKA Ha

XpoMaTorpaMmme pactBopa
CTaHAAPTHOTO KEeTOpoJIaka
TpOMeTaMHHa (pa3zmen
«Konu4yecTBeHHOE ONPENENICHHUEY).

obpasna

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Ipumeuanue: TlpoaykT coorercTByeT TpeboBanuam HJT 3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Iloarorosneno: Manish IIpoBepeno: Ramakant Onobpeno: Menemxkep / Pykosoguren

Sharma - 1)) LJ Amit Kumar -
=" -{%LLLJL'/ D 5%

e \ : ll ‘_\:,/ s
Reprint Date / Reprint Date / Reprint Date /
Hara: 23.03.2022 Jara: 23.03.2022 Jara: 23.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2955, Email: mail@direddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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CEPTUPHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Keropon™ Dkenpecc (ketoponak) Tabnerku, aAncneprupyemsle B HONOCTH pra, 10 Mr

Batch No / : V2200511 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun - 36,00,000 Tab
Analytical Report No / :- 890001580142 Date of Analysis / 1 23.03.2022
AHajguTHYECKHH oTyeT Ne . |[MaTa anaqm3a

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
Jdara npou3BoacTea T'ogen no

Analysis performed according ND / Ananus nposenen mo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page3 of 7/Crp.3mu3 7

iﬂo Test / TlokaszaTtess Results / Pe3yibraThl Specification / Hopma
3 Identification Complies / CootBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoanuHnocTe butylhydroxyanisole peaks on the
OyTHJIrMAPOKCHAHK301 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). / Bpemena ymepuBaHUS
NMKOB  2-OyTHITUAPOKCHAHM30MA M
3-6yTHIrHAPOKCHAHU30IIA Ha
XpoMmarorpaMme HCIBITYEMOro
pacTBopa JOJKHBI COOTBETCTBOBATH
BpeMeHaM YIEp)KUBaHUS MHKOB
2-Oy THATUAPOKCUAHH30IIA %
3-0yTWIrHAPOKCHAHU30MA Ha
XpoMmarorpamMme pacTBopa
CTaHJapTHOTO obpa3siia
OyTUNTHAPOKCHAHK301a (pasmen
«Copepxxanue
OyTUIrHAPOKCHAHH30IIAY).
4 Average weight / Cpenusis 70.0 mg/ 70.0 mr 67.2 mgto 72.8 mg (70.0 mg = 4.0 %). /
mMacca Ot 67,2 Mr o 72,8 mr (70,0 Mr = 4,0 %).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanne: [poaykT cooTBeTCTBYET TpeGopanusm HJT 3axaouenune: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroropnciio: Manish [posepenu: Rautakaul Ouo0peno: MeHemxep / Pykosoaurens
Sharma (%ﬁ [’7 y, Amit Kumar o
Reprint Date / Reprint Date / Reprint Date /
Hara: 23.03.2022 Hara: 23.03.2022 Hara: 23.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2395, Email: mail@drreddys.com
CIN: L85195AP1284PLCO04507
www.drreddys.com



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
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUHOUKAT AHAJIN3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Skenpecc (keToponak) TabneTky, JHcneprapyemMble B NonocTy pra, 10 mr
Batch No / : V2200511 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 tab
Analytical Report No / : 890001580142 Date of Analysis / 23.03.2022
AHanuTHYecknii oryer Ne JaTta ananusa
Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JaTta nmpousBogcrea I'onen no
Analysis performed according ND / Anann3 nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)
Page 4 of 7/ Crp. 4 u3 7
iﬂo Test / IloxazaTenn Results / PésyanaTbl . Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OnHopoaHOCTEL Maccehl 2/20 tablets - not more than + 20 % /
18/20 Tabnetox — He Gogee + 10 %
2/20 Tabnerok — He 6onee + 20 %
5 Disintegration time / 25 sec/ 25 cek Not more than 3 min / He Gonee 3 Mun
Pacnapgaemoctsb
6 Dissolution / PacTeopenne Unit-1 / Tabn-1 104 % Not less than 75% (Q) of
. Ci1sH1sNO3+C4H | (NO; (ketorolac
Unit-2 / Tabxr-2 104 % tromethamine) in 15 min / He meHee
Unit-3 / Ta61-3 105% | 75% (Q)  CisHisNO3*C4H[1NO3
. (keToponaka  TpOMETaMHMH)  4epes
Unit-4 / Tabn-4 104 % 15 i
Unit-5 / Tabn-5 105 %
Unit-6 / Tafin-a 101 %%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / O6pasyercs
OJHOPOJHAs CYCIEH3HUs, MPOXOIIIIas
CKBO3b CHTO € Pa3sMEPOM OTBEPCTHIA
710 MxMm.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: ITpoaykt cootreTcTByeT Tpebosanusm HJJ 3axumouenue: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosneno: Mauish IIposepeno: Ramakant Onobpeno: Menemxkep / Pykosoaurens
Sharma _ —— (7 |? Amit Kumar

<« ___.‘,-—"3 | |/ Lu_ { . \/_ =
Reprint Date / Reprint Date / Reprint Date /
Hara: 23.03.2022 JHara: 23.03.2022 Hara: 23.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2395, Email: mail@drreddys.com
CIN: L85195AP1284PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTHO®HUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon”™ Dkenpecc (ketoponak) TabneTku, AHCOEPrupyeMbie B OJOCTH pra, 10 mr

Batch No / : V2200511 Batch Quantity / : 36,00,000 tab /
Cepusi Ne Obnem cepun 36,00,000 a6
Analytical Report No / : 890001580142 Date of Analysis / 23.03.2022
AHanuTHYeCKHI oTyeT N2 Jara anannza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jara npoussoacTea T'open no

Analysis performed according ND / Ananus nposenen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

PageSof 7/Crp.5u3 7

8 Related impurities / PoxcrBennble npumecu

1-rupgpoxcuananor

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /
Hwsxe nipeaena o6uapysxenus (110 =

Not more than 0.5 % / He Gonee 0,5 %

KeToponaka 0.0010 %)
ketorolac 1-keto analog/ 0.03 % Not more than 0.5 % / He Gonee 0,5 %
I-KeToaHanor KeToposaxa
Any unidentified impurity / 0.03% Not more than 0.5 % / He 6onee 0,5 %
eANHHYHas
HeueHTH(HUIIUPOBaHHAS
pHUMeECh
Total impurities / 0.1 % Not more than 1.0 % / He Gonee 1,0 %
Cymma npumeceit

9 Water / Bona 20% Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTouHble OpraHuyecKHe pacTBOPHTENH

Isopropyl alcohol /
H3zonponanosn

2 pg/tab /

2 MKT B TabaeTke

Not more than 350 pg/tab /
He 6onee 350 Mkr B TabneTke

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpnmeuanue: IMponykr cootBeTcTByeT TpeGoanuam HJT 3akmodenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarotosneno: Manish l'lponcg%m: Ral}mkam OuuGpenu. Menewokep / Pykosogutens
Sharma =S (1 Ld ! Amit Kumar

P U-t R
Reprint Date / Reprint Date / Reprint Date /
Hara: 23.03.2022 Hara: 23.03.2022 JHara: 23.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2399, 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. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOPHUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxykt: Keropon™ Skenpecc (keroponak) TabieTkH, aucneprupyemMsle B MojI0CTH pTa, 10 Mr

Batch No / 1 V2200511 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6BeM cepun 36,00,000 Tab
Analytical Report No / : 890001580142 Date of Analysis / 23.03.2022
AHAIHTHYECKHIA oTyeT No Jarta ananusza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jara nponzeoacrea T'ogen oo

Analysis performed according ND / Ananns nposegen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / nzamenenue Nel ot 27.12.2021)

Page 6of 7/ Ctp. 6 u3 7

11 | Microbial enumeration tests / Mukxpo6uonorudeckasi yncrora*

a) Total Aerobic Microbial
Count / Ob1ee yncio
a3poOHBIX MUKPO-
OpraHu3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast
and moulds count / O6mee
YHCJIO IPONOKEBBIX U
IUIECHEBLIX rpUbOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

c) Escherichia Coli

Absent in 1 gram /
OtcytctByeTB 1 T

Shell be absent in 1 gram /
OtcyrctBue B 1 1

12 Uniformity of dosage units /

2.6

Acceptance value (AV) not more than

content / Copepxanne
OyTHIrHAPOKCHAHU30/1a

OaHoponHoCTh 15.0 / TlpuemouHoe 3HaueHue (AV) He
A03MPOBaHUSI 6onee 15,0.
13 Assay / KosinuecTBeHHOe 10.0 mg / 10.0 mr From 90mg to 11.0mg of
onpenesieHne (99.9 %) C15sH13NO3+C4H | 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
oo 11,0 mMr CisH13NO;°C4H11NO;
(xeroponaka TpometaMuH) (ot 90,0 no
110,0 % OT 3asBNEHHOTO KONMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0995 mg/tab / Not less than 0.042 mg/tab /

0.0995 mr B TabneTke

He menee 0,042 mr B TabieTke

Remarks : The Product conforms to ND/
ITpumeuanne: [IpogykT cooteTcTBYeT TpeboBanmam HJI

Conclusion : APPROVED /
3axkmwyenne: OJJOBPEHO

Prepared by /
Iloaroroeneno: Manish

Sharma 5 gj‘; ,,

Checked by /
Ipusepeno: Ramakant

Quld

Approved by: Manager/Executive /
OnobpeHo: MeHnemxep / PykoBoaures

Amit Kumar ] : v
P

Reprint Date /
Hara: 23.03.2022

Reprint Date /
Hara: 23.03.2022

Reprint Date /
Hara: 23.03.2022

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOHKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon™ Dkenpece (ketoponak) TabneTky, Ancneprupyemble B MoiocTH pra, 10 Mr

Batch No/ : V2200511 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6Bem cepun 36,00,000 tab
Analytical Report No / : 890001580142 Date of Analysis / 1 23.03.2022
AHajTHTHYEeCKHI oT4yeT No Jara ananmsa

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
Jara npousBoacrea T'onen no

Analysis performed according ND / Auanu3s nposenen mo HJI:
JITT-004929-011119 (amend Nel from 27.12.2021 / n3merenne Nel ot 27.12.2021)

Page 7 of 7/ Crp. Tu3 7

15

Package / YmakoBka

(PA/AL/PE

10 tablets in a blister of | 10 tabletsinablister of (PA/AL/PE with

with | desiccant/HDPE) foil // (PE/AL) foil. 1

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
bauctepe w3z (ITA/AJI/TID ¢
Biaromnornorurenem/I19BII)

donsru // (1I3/AJT) doneru. ITo
2 fnucrepa ¢ HHCTPYKUHEH 1O

or 2 blisters with patient information
leaflet in a carton pack. / ITo 10
Tabnetok B 6nuctepe us (IMA/AJITID ¢
snaronoraorutenem/I19BIT) donsru //
(I15/AJ1) doneru. ITo 1 nnu 2 6nucrepa
C HUHCTpyKLHeHl N0 NpUMEHEHWIO B
[a4Ky KapTOHHYIO.

IIPUMEHCHUIO B
KapTOHHYIO.

HayKy

16

Labeling / Mapkupoeka

According to ND / B cooteerctuu ¢ HJ[

17

Storage conditions /
XpaHenue

Below 25 °C. / TIpu Temnepatype He Boime 25 °C.

18

Shelf life / Cpok roanoctn

2 years/ 2 ropa

* 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.

* 1IpH BbINyCKeE JIEKAPCTBEHHOI'0 NPENApaTa KOHTPOJIL KAYeCTBA 0 HOKA3ATE/ 10
«MuKpOGHOIOTrHIeCKAS YHCTOTAY MPOBOANTCS LA KaKHoi 20-0ii CepHM, MM 11 OJ(HOH CepHH B rof,
B 3aBHCHMOCTH OT TOI'0, YTO HACTYNHUT PaHbIIe.

Remarks : The Product conforms to ND/
ITpumenanue: Tlponykr cooTBeTcTBYeT Tpeboanusm HJJ

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by /
IMoarorosnero: Manish

Checked by /
HpOBCpCHQ! Ramakant

Approved by: Manager/Executive /
Onmobpenu: Meneokep / Pykosouurens
Amit Kumar

Hara: 23.03.2022

Sharma _ o=y OV ™ {U‘ /J
< ,;-:Fj_/// b4 U-v | \/\
Reprint Date / Reprint Date / Reprint Date /

Jlata: 23.03.2022

Hara: 23.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2995, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



