Dr.Reddy’s ‘,’:‘

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

CEPTUOPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkcnpecc (keTopoak) TabNeTkH, AUCNeprupyemsie B MoNocTH pTa, 10 mr

Batch No / : V2200510 Batch Quantity / : 36,00,000 tab /
Cepus Ne O06beM cepu 36,00,000 Tab
Analytical Report No / : 890001579796 Date of Analysis / 21.03.2022
AnaJauTHYecKHil oTueT Ne Jlara ananusa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JlaTa IpoH3BOACTBA T'ogen no

Analysis performed according ND / Ananu3 nposegen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021 / m3amenenne Nel or 27.12.2021)

Pagelof 7/Crp. 1 m37

No

V®-cnexktpodoTomeTpus

Ne Test / [IokazaTenan Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrinsle, miockue Kpyrasie, mnockue TabaeTky ¢ packoi,
Tabnetku ¢ dackoii, cBeTIIO- CBETIIO-KENTOro LBETa C IpaBUPOBKOi
XeJITOTO [IBEeTa C TPaBUPOBKOMH «l» Ha OJHOM CTOPOHE.
«l» Ha OIHOH CTOpPOHE.
2 Identification / [lonuHHOCTH
Ketorolac / Kemoponaax
a) Byuv/ Complies / CoOoTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®P-criekTphl
HODJIOIIEHHS MCTIBITYEMOTO pacTBopa X
pacTBopa  CTaHEApTHOro  obpasua
KETOPOJIdKA TPOMETaMHHa  JIOJIKHBI
AMETHL MAaKCUMYMBI [IPU OJHOMN U TOH xKe
JULMHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/

ITpumeuanue: IIpogykT cooreTcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno; Ramakant [posepeno: Ashish Kumar Onobpeno: Meunemxkep / Pykpsoaurens
%'W’L@ | j Manoj Kumar l}&}[
ﬁ,/ 12 4
Reprint Date / Reprint Date / Reprint Date /
Hata: 21.03.2022 Jara: 21.03.2022 Hara: 21.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 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. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOUKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon® Dxcmpece (keToponak) TabIeTKH, UCeprupyeMble B M010cTH pra, 10 mr
Batch No / : V2200510 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0BeM cepun 36,00,000 Tab
Analytical Report No / : 890001579796 Date of Analysis / 21.03.2022
AHauTHYeCKHH oTYeT Ne JlaTa aHaqamn3a
Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JlaTa npou3BoacTBa I'onen oo
Analysis performed according ND / Ananu3s nposegen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel or 27.12.2021)
Page2 of 7/ Crp.2 u3 7

ig Test / ITokasaTesan Results / Pe3yabTaThl Specification / Hopma

b) By HPLC/B32XX

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). / Bpems ynepxuBaHuA
OCHOBHOTO IMHKa Ha XpOMaTorpamme
UCIILITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpEMEHH
yIep)XHBaHHA OCHOBHOTO IIMKa Ha
XpoMaTorpamme pacTBOpa
CTaHIapTHOrO 06pasia KeTopoJaka,
TPOMETaMMHa (pasmen

«KOoNHM4eCTBeHHOE OTPENCISHUER).

Remarks : The Product conforms to ND/
ITpumeuanue: IIponykr cooTseTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Zakawuenue: OJJOBPEHO

JlaTa: 21.03.2022

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

[Moaroroenexo: Ramakant ITposepeHo: ?ti.tKumar Onobpeno: Menemxkep / PykoBoaurens
M ‘/i/,, Manoj Kumar @-L,""L

Reprint Date / Reprint Date / Reprint Date /

Jara: 21.03.2022

Jara: 21.03.2022

Registered Office: 5-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000324, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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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 : 491 98166 56001-02
www.drreddys.com

CEPTH®HUKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon" Dkenpecc (keToposiak) TabneTkH, AKCIEPrHPYEMbIC B MOJIOCTH pTa, 10 Mr
Batch No / : V2200510 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepuu 36,00,000 Tab
Analytical Report No / : 890001579796 Date of Analysis / 21.03.2022
AnaanTndecknii oryer Ne Jara anannsa
Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jara nponszBoacrea I'open xo
Analysis performed according ND / Anann3s nposenen mo H/L:
JIT1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel or 27.12.2021)
Page3 of 7/Crp.3mu3 7
1;.:) Test / [Toka3zarennb Results / Pe3yabTaThl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoaIMHHOCTD butylhydroxyanisole peaks on the
OyTUIrHAPOKCHAHM30JT 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 ynepXUBaHH
OMKOB  2-OyTWUITHOPOKCHAHM30MAa U
3-6yTIIrdAPOKCHAHN30IA Ha
XpoMaTorpaMmme HCIBITYEMOTO
pacTBOpa OOJKHEI COOTBETCTBOBATH
BpeMEHaM  YAepXKHBaHHs I1KOB
2-6yTIITHAPOKCHAHN30JIA "
3-6yTUNTHAPOKCHAHM30TIa Ha
XpoMaTorpaMme pacTBopa
CTaHJapTHOTO obpasia
OYTHUITHAPOKCHAHU30J1a (pazaen
«Copaepxanue
OYTUNTHAPOKCHAHH30TIAN).
4 Average weight / Cpennsis 68.9 mg/ 68.9 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
macca Ot 67,2 Mr 10 72,8 mr (70,0 Mr £ 4,0 %).

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt coorBeTcTByeT TpeboBanuam HJI

Conclusion : APPROVED /
Baxawuyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moproroeneny: Ramakant [Tposepeno: Ashish Kumar Onobpeno: Menemxep / Pykosoaurens
»@M 'ﬂd/ Manoj Kumar
h AL g
Reprint Date / Reprint Date/ Reprint Date /
Jata: 21.03.2022 Hara: 21.03.2022 Jara: 21.03.2022

Registered Office: &-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
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Dr‘ Reddy S Q. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoayxT: Keropon™ Dkenpecc (keToponak) TabneTky, AHCHeprupyembie B MOI0CTH pTa, 10 Mr

, ® Dr. Reddy's Laboratories Ltd.
&

Batch No / : V2200510 Batch Quantity / : 36,00,000 tab /
Cepust Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001579796 Date of Analysis / : 21.03.2022
AHAJIUTHYECKHIT 0TUeT N2 JlaTta ananun3a

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JlaTa npou3BOACTBA T'onen no

Analysis performed according ND / Ananns nposeaex no HJL:
JI1-004929-011119 (amend Nel from 27.12.2021 / usmeHenne Nel ot 27.12.2021)

Paged4 of 7/ Crp.4n37

1;.00 Test / IToka3aTeib Results / Pe3ysabTaTbl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than £ 10 %
OIHOpPOAHOCTL MAaCChI 2/20 tablets - not more than + 20 % /

18/20 Tabnerox - He Gomee + 10 %
2/20 TabneTok — He Gonee £ 20 %
5 Disintegration time / 20 sec / 20 cex Not more than 3 min / He 6onee 3 mun
PacnagaemocThb
6 Dissolution / PacTBopenue Unit-1/ Ta61-1 97 % Not less than 75% (Q) of
. C1sHi3NO3*C4H | INO; (ketorolac
UniGZyAFaom2 97 % tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 101 % 75%  (Q)  CisHisNO3;*C4H [ 1NO;
. (keToponaka  TPOMETaMMH)  4epes
Unit-4 / Tabn-4 100 % 15 MuH
Unit-5 / Tabn-5 96 %
Unit-6 / Tabn-6 99 %
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHOCTD 710 um sieve is formed. / O6pasyercs
ONHOPOAHAA CYCHEH3Hs, MPOXOIsIiast
CKBO3b CHTO € pPa3MepoM OTBEPCTHUM
710 MKM.

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

[Tpumeuanue: ITpoaykr cooteercTByet Tpebopanuam HJI Zaxmouenne: OJOBPEHO

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

ﬂoarOTOBant ITposepeno: Ashish Kumar Onobpeno: Menemxep / Pykosonurens

'ﬂl/” Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /
Hara: 21.03.2022 Jara: 21.03.2022 Tara: 21.03.2022

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: L85195AP1984PLC004507
www.drreddys.com
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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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon® Okcnpecc (keToposak) TableTky, AMCNEPrHPYEMbIC B [IONOCTH pTa, 10 Mr

Batch No / : V2200510 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0beM cepuu 36,00,000 Tab
Analytical Report No / : 890001579796 Date of Analysis / + 21.03.2022
ABATHTHYECKHH oTyeT N2 Jata anann3a

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JaTa npousBoacTBa Toaen no

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

PageSof 7/Crp. Su3 7

8 Related impurities / PoacTBenHble npumecu

ketorolac 1-hydroxy analog /
1-runpoxcuaHaor

Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %
Hwxe npenena o6uapyxenus (IO =

KeTopoJlaka 0.0010 %)
ketorolac 1-keto analog/ 0.03 % Not more than 0.5 % / He Gonee 0,5 %
1-KeToaHaNOT KETOpOJIaKa
Any unidentified impurity / 0.03% Not more than 0.5 % / He 6onee 0,5 %
eIUHUYHAs
HeugeHTHOUIKPOBAHHAS
MPUMECH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit

9 Water / Bona 21% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHEbIe OpraHuyecKkue pacTBOPHTEH

Isopropyl alcohol /
Hzonpomanon

3 pg/tab /

3 MKT B TabiieTke He 6onee 350 Mkr B TabaeTke

Not more than 350 pg/tab/

Remarks : The Product conforms to ND/
[pumeyanue: IponykT cooTseTcTByeT Tpebosannsm HJL

Conclusion : APPROVED /
Zakaouenune: OJJOBPEHO

Prepared by / Checked by /
ﬂonromanWm ITpoeepeHo: Ashish Kumar Ono6peno: Menemkep / PykoBoauTens
U

Approved by: Manager/Executive /

Manoj Kumar @’i

Reprint Date / Reprint Date /
Hara: 21.03.2022 Jara: 21.03.2022

Reprint Date /
Jara: 21.03.2022

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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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

CEPTHOPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkenpece (keToposak) TabneTku, AMCneprapyemMsle B NOIOCTH pra, 10 Mr

Batch No / : V2200510 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0nbeM cepun 36,00,000 Tab
Analytical Report No / : 890001579796 Date of Analysis / 21.03.2022
AHATHTHYECKHH oT4yeT Ne Jata anaausa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jara nponsBoacTBa I'onen mo

Analysis performed according ND / Ananns nposenen no HJI:

JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel or 27.12.2021)

Page 6 of 7/ Ctp. 6 m3 7

11 | Microbial enumeration tests / MukpoGuoJoraueckas uucrora*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1iee ynucio Menee 10 KOE/r He 6onee 1000 KOE/r
a5poOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Obmee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIIO NPOAIKEBBIX U
IIECHEBBIX IPUOOB
c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OrcytctByeTB 1 T OtcyrctBue B 1 1
12 | Uniformity of dosage units / 34 Acceptance value (AV) not more than
OgHOpOAHOCTD 15.0 / IlpuemoyHoe 3HaueHHe (AV) He
I03UPOBAHUSA Gonee 15,0.
13 Assay / KosnuecTBenHoe 9.9 mg/9.9 mr From 90mg to 11.0mg of
onpejejeHue (99.4 %) C15H13NO3*C4H 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
no 11,0Mr  CisHisNO3C4H |1 NOs
(ketoponaka Tpomeramut) (ot 90,0 no
110,0 % oT 3asABICHHOTO KOJIU4YeCTBa) B
TabneTke
14 | Butylhydroxyanisole 0.0955 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0955 mr B TabneTke He menee 0,042 mr B TabneTke
OyTHArHAPOKCHAHHM30J/1a

Remarks : The Product conforms to ND/
[Mpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
Zakawuenne: OJOBPEHO

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

[Noarorosnexo: Ramakant [posepeno: Ashish Kumar Onobpeno: Menemkep / Pykopoautens
%Zm@ Manoj Kumar @M

Reprint Date / Reprint Date / Reprint Date /

Hata: 21.03.2022

Hata: 21.03.2022

Jara: 21.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.diieddys.cun



Dr.Reddy’s €%

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT 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
Ipoaykr: Ketopon™ Dkenpece (keroponak) TabneTKH, ANCNEPrUPYEMbIe B MOJIOCTH PTd, 10 mr

Batch No / : V2200510 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0beM cepun 36,00,000 Tab
Analytical Report No / : 890001579796 Date of Analysis / 21.03.2022
AHATUTHYECKHI 0TueT Ne JlaTa anajin3a

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JdaTa npon3BOACTBA TI'onen oo

Analysis performed according ND / AHanu3 npoBejieH 1o HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / u3MeHeHHe Nel or 27.12.2021)

Page 7 of 7/ Crp. 7wz 7

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

15 Package / YnakoBka
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / [lo 10
information leaflet in a carton | Tabnetok B Gauctepe u3 (ITA/AJI/TID ¢
pack. / TIlo 10 Ttabmerok B snaronornoturenem/I1OBIT) ¢onsru //
onucrepe w3 (TTA/AJUIID ¢ | (TI3/AJ) donsru. ITo 1 nnu 2 6nucTepa
prnaronorioturenem/IIDBIT) C HMHCTpYKUdeH MO MPAMEHEHUIO B
¢onwru // (IT3/AJT) doneru. Ilo | na4yky KapTOHHYIO.
2 6nucTepa ¢ UHCTpYKUMEN TIO
TPUMEHEHHIO B nayKy
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootsercTsuu ¢ HJI

17 | Storage conditions / Below 25 °C. / TTpu Temneparype e Bbiiue 25 °C.

XpaHenue
18 Shelf life / Cpok roanocTn 2 years / 2 rofia

* 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.

* [IpH BBINMyCKeE JEKAPCTBEHHOT0 Mpenapara KOHTPOJIb Ka4ecTBa MO0 MOKA3aTe110
«MHuKPOGHOIOrHYECKAS YHCTOTA» IPOBOTHTCS I Kax1oii 20-0ii cepuu, miH st O/XHOIi CepHH B Ioj,
B 3aBHCHMOCTH OT TOT'0, YTO HACTYNIHT paHbUIe.

Remarks : The Product conforus o ND/ Conclusion : APPROVED /
[Mpumeuanue: [Ipomykr coorsercTByet Tpedosanuam HIT 3axmouenne: OJTIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneHo: Ram}akant [Tposepeno: Ashish Kumar Ono6peno: Menemxep / Pykosoauntelis
10 : Manoj Kumar e

G[X\z“'\f s ’@/2/ j )
Reprint Date / Reprint Date / Reprint Date /
Jara: 21.03.2022 Hara: 21.03.2022 Hara: 21.03.2022

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: L85195AP1984PLCO04507
www.drreddys.com



