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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02
CEPTUDPHUKAT AHAJIN3A  www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon” Jkenpece (ketoponak) TabneTky, AUCTICprUpyeMbie B MONIOCTH pTa, 10 Mr

Batch No / : V2300069 Batch Quantity / : 36,00,000 tab /
Cepasn Ne O0bem cepHi 36,00,000 Tab
Analyfical Report No / : 890001638829 Date of Analysis / : 14.01.2023
AnanuTHIECKHE oTaeT Ne Jara anannsa

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
Jara mpoH3BOACTBA Topen ao

Analysis performed according ND / Auanus nposegen no HJI:
JIT-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)

Page1of 7/Crp. 1u3 7

No

N Test / IlokazaTennb

Results / PesynbTaTh!

Specification / Hopma

1 Description / Onucanune

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnsie, mockue
TabneTkHu ¢ gackoi, cBeTIIO-
XKEJITOTO LIBETA C FPaBUPOBKOH
«» Ha OXHOH CTOPOHE.

Light yellow round flat beveled tablets |
with "|" debossed on one side. /
Kpyrnbie, mnockue TabneTku ¢ hpacko,
CBETJIO-XKENTOTO UBETa C IPaBMPOBKOU
«I» Ha OIHOM CTOpOHE.

2 Identification / IToanuuHocTL

Ketorolac / Kemoponax

a) Byuv/
V®-cnextpodoToMeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnextpbl
TNOMJIOLIEHU HCIBITYEMOTO PacTBOPa H
pactBopa  CTaHfapTHoro  obpasua
KeTopoJiaka TpOMETaMHHA  JIOJIXKHbI
MMETh MaKCHMYMBI TIPH OIHOM M TO¥ %e
[UNMHE BOJIHBI (£ 2 HM).

'Remarks: The Product conforms to ND/
ITpumeyanue: Ilponykrt coorseTcTBYeT TpeboBanuam HJL

Conclusion: APPROVED /
3aknrgenune: OJJOBPEHO

Prepared by /
IoarotosneHo: Pravesh Rana

7

Cliecked by /
ITposepeno: Pardeep Kumar

Approved Uy. Mauager/Taceutive /

Onobpeno: Menemyep / PykosoanTens
Kusum Lata - &/

Reprint. Date /
JHara: 14.01.2023

Reprint Date /

 HMara: 14.01.2023

Reprint Date /
Hara: 14.01.2023

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
CEPTHO®UKAT AHAJTH3A

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
IpoaykT: Keropon™ Skenpecc (ketoposnak) TaGAeTKH, ANCHEPrHPYEMbIE B [10JIOCTH Prd, 10 Mr

: 36,00,000 tab /

Jara mpoH3BOACTBA

Batch No / : V2300069 Batch Quantity /

Cepns Ne O6beM cepul 36,00,000 Ta6
| Analytical Report No / : 890001638829 Date of Analysis / + 14.01.2023

AnanuTH2ecknii oTaer Ne Jata apanuia

Date of Manufacture / < DEC.2022 Date of Expiry / : NOV.2024

Topmen no

Analysis performed according ND / Auanus nposeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / p3penenne Nel or 27.12.2021)

Page2of 7/Crp. 283 7

No

N Test / [Toxa3areab

Results / Pe3yasTaThl

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). / Bpema yaepXKHBaHHA
OCHOBHOTO TNHKA Ha XpOMAaTOIPaMME
VICIIHITYEMOr0 ~ PacTBopa  JOJDKHO |
COOTBETCTBOBATH BPEMEHH
yHEPKMBAHMA OCHOBHOTO IMKa Ha
XpoMarorpaMme pacTBopa
cranfapTHoro o6pasua KeTopoJaka
TpOMETaMKHa (pazmen

«KonmyecTBeHHOE OTIPECICHHED).

Remarks: The Product conforms to ND/
TIpumeuanue: [IPOLYKT COOTBETCIBYET ‘rpebosanuav HIT

Conclusion: APPROVED /
Saxmouenne: OJJOBPEHO

Hara: 14.01.2023

Jara: 14.01.2023

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

[MoarorosneHo: Pravesh Rana [TpoBepeHo: Pardeep Kumar Ono6perno: Menemkep / Pykosoaurens
('L_ Kusum Lata Yo

Reprint Date / Reprint Date / Reprint Date /

Hara: 14.01.2023

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

CIN: L8519§AP1984PLC004507
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

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02

CEPTHO®HAKAT AHAJIH3A  www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Ketopon® Skenpece (keToposak) TabneTki, AUCHEprupyeMbIC B T1010CTH PTa, 10 Mr

Cepua Ne

Batch No / : V2300069

Batch Quantity / : 36,00,000 tab /
O6neM cepiu 36,00,000 Tab

AnamurHdeckuii oruer No

Amnalytical Report No / “: 890001638829

Date of Analysis / : 14.01.2023
Hara anann3za

Jata nponspoacTea

Date of Manufacture / : DEC.2022

Date of Expiry / : NOV.2024
Topmen no

Analysis performed according ND / Ananus nposexen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3smenenne Nel or 27.12.2021)

Page3 of 7/Crp.3u3 7

1}20 Test / llokazarens Results / PesyabTaThl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IloaIHHHOCTD butylhydroxyanisole peaks on the
Gy TUIITHAPOKCHAHH30A 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 ynepxuBaHus
MUKOB  2-OYTMATMADOKCHAHM3ONA M
3-OyTMArHapoKcUaHu3zoNa Ha
XpoMaTorpaMme HCTIBITYEMOTO
pacTBOpa JOKHBl COOTBETCTBOBATH
BpeMeHaM  YAEepXKUBaAHHUA TUKOB

2-6yTHIITMAPOKCUAHH30JIa ]
3-6yTWITMAPOKCHAHH3011a Ha
XpOMaTorpaMme pacTBopa
CTaHAAapPTHOTO obpasia
OYTWITUIPOKCHAHN3012 (pa3nmen
«CopepxaHune

6y THITHAPOKCUAHH301a%).

4 Average weight / Cpeannas
macca

69.4 mg/ 69.4 Mr

67.2 mg to 72.8 mg (70.0 mg 4.0 %)./
Ot 67,2 Mr 10 72,8 mr (70,0 Mr 4,0 %).

Remarks: The Product conforms to ND/
[Mpumeuanue: lponyxr coorsercTayer Tpebosanusm HII

Conclusion: APPROVED /
Saxaoaenne: OJJOBPEHO

Prepared by /
[ToarorosneHo: Pravesh Rana

L

Checked by /
IMposepeno: Pardeep Kumar

Approved by. Magager/Tacculive /
Onobpeno: Menempxkep,/ Pykosoaurens
Kusum Lata 2 F

Reprint Date /
Hara: 14.01.2023

Reprint Date /
Hara: 14.01.2023

Reprint Date /
Hara: 14.01.2023

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: L85195AP1984PLCO04507

www.drreddys.com




©e
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

CEPTUOHKAT AHAJIM3A

www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon™ Dxenpece (ketoponak) Tabnetiu, AMCHCPIHPYEMbIC B NONOCTH T, 10 mr

Batch No / : V2300069 Batch Quantity / : 36,00,000 tab /
Cepun Ne O6beM cepul 36.00,000 Tab
Analytical Report No / : 890001638829 Date of Analysis / : 14.01.2023
AnanaTHyecksii oryeT No Jara ananuza

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
Jara npou3BoACTBA Togen ao

Analysis performed according ND / Ananuz nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Paged4of 7/Crp. 4 m3 7

No

No Test / IloxazaTennb

Results / PesynbTaTht

Specification / Hopma

Uniformity of weight /
OaHOPOAHOCTHL MACChI

Complies / CooTBETCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnetok — we Gonee = 10 %
2/20 Tabnerok — He 6onee £ 20 %

5 Disintegration time /
PacnagaemMocTh

23 sec /23 cek

Not more than 3 min / He Gonee 3 Mun

6 Dissolution / PacTBopensue Unit-1/ Ta6n-1 97 % Not less than 75% (Q) of
) Ci5H13sNO3+C4H; \NO;3 (ketorolac
Unit-2 / Ta6n-2 97% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 94% 75% (Q)  CisHisNO3*CsH1iNOs
. . (keToponaka  TPOMETaMHH)  Hepes
Unit-4 / Tabn-4 95% 15 MUH
Unit-5 / Tabn-5 100%
Unit-6 / Ta6n-6 99%

7 Fineness of Dispersion/
AucnepcHocTs

Complies / COOTBETCTBYET

710 pum sieve is formed. / O6pasyercs
OIHOPOJHAsA CYCIIEH3Hs, NpPOXOAALUAt
CKBO3b CHTO C pPa3MepoM OTBEpCTHH
710 MKM.

Remarks: The Product conforms to ND/

Ipumeqanne: [poaykr coorsercrayer Tpebosanuam HJT

Conclusion: APPROVED /
3akaogenne: OJOBPEHO

Prepared by /
INoarorosieHo: Pravesh I’{ana

4
o
z—

Checked by /
Iposepeno: Pardeep Kumar

-

| Approved by: Manager/Executive /

Onob6peno: Merepxep/ Pyxosoanrens
Kusum Lata NZ AT

Reprint Date /
Jara: 14.01.2023

Reprint Date /
Jara: 14.01.2023

Reprint Date /
Ilara: 14.01.2023

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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CERTIFICATE OF ANALYSIS
CEPTHOUKAT 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
Mpoxyxr: Keropon” Dxcnpece (KeToponak) TabneTks, AHCTEPrHpyEMbIe B TI010CTH P14, 10 Mr

Batch No / + V2300069 Batch Quantity / : 36,00,000 tab /
Cepnsi Ne O6Bem cepnu 36,00,000 Tab
Analytical Report No / : 890001638829 Date of Analysis / + 14.01.2023
AHanuTHYecKH#H oTuer No Jlara apann3a

“ |Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
Jara mpoH3BOJCTBA I'onen no

Analysis performed according ND / Ananns nposeaen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page Sof 7/Crp. Suz 7

8 Related impurities / PoncTBexHble npuMecH

ketorolac 1-hydroxy analog /
1-ruapoxcuaHamnor
KETOpOJaKa

Below limit of detection (LOD =
0.0010 %) / Hixe npenena
o6uapyxenns (I10 =0.0010%)

ketorolac 1-keto analog/

Not more than 0.5 % / He 6anee 0,5 %

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

1-KETOAHANOT KETopoaka 0.04%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eMHUYHasA 0.04%
HereHTHOUIUPOBaHHAS
MpUMECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma ripuMeceit
9 Water / Bona 2.4% Not more than 7.0% w/w /

He 6osnee 7,0 %

10

Residual solvents by GC/ OcTaTo4Hble OPraHu4ecKHC PacTBOPHTENIH

Isopropyl alcohol /
Hzonponayon

4 pgftab / 4 Mxr B TabseTke

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

Ipumeuansue: [IponyKT cOOTBETCT

Remarks: The Product conforms to ND/

rpyeT TpebGoBanuam HJT

Conclusion: APPROVED /
3aknaouenne: ONOBPEHO

Prepared by /
IToaroropneno: Pravesh ]}.ana

L

| Checked by /

Ilporepeno: Pardeep Kumar

C\

Appraved hy: Manager/Executive /
Onobpero: Menemwkep { Pykosoaurens
Kusum Lata S a

Reprint Date /
MMara: 14.01.2023

Reprint Date /
MHara: 14.01.2023

Reprint Date /
JHara; 14.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 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

CERTIFICATE OF ANALYSIS Tel:+91 98166 56001-02

CEPTUOHUKAT AHAJIM3A  www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Skenpece (keroponak) Tabnerky, AHCHeprapyemble B 0J10CcTH pra, 10 mr

Batch No / : V2300069 Batch Quantity / : 36,00,000 tab /

Cepus Ne OGbemM cepHn 36,00,000 Tab

Analytical Report No / : 890001638829 Date of Analysis / : 14.01.2023

AnajgnTHYecKHit oTder Ne JlaTta anaju3a

Date of Manufacture / - : DEC.2022 Date of Expiry / :- NOV.2024
|MaTa npousgoacTBa Topen no

Analysis performed according ND / Auanus nposenen no H/I:
JIII-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel or 27.12.2021)

Page 6 of 7/ Crp. 6 w3 7

11 | Microbial enumeration tests / Mukpo6Honoruueckas uucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61ee yucno He 6onee 1000 KOE/r
a3pOOHbIX MUKPO-
OpraHH3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuee He 6onee 100 KOE/r
YUCIIO JPOMOKEBHIX U
IUIECHEBBIX TPHOOB
¢c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBHE B 1 T
12 | Uniformity of dosage units / 2.8 Acceptance value (AV) not more than
OaHOpOAHOCTH 15.0 / IlpuemouHoe 3Ha4yeHKe (AV) He
XO3HPOBAHUSA 6onee 15,0.
13 | Assay/KoaudecTeeHHoe 9.8 mg/9.8 Mr From 90mg to 11.0mg  of
onpenesieHue (97.8%) Ci5H;3NO3+C4HINO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the lahel ¢laim) per a tahlet / O 9,0 Mr Ao
11,0 Mr CsH3NO3-C4H | NO3
(xeroponaka TpomeramuH) (ot 90,0 mo
110,0 % oT 3a4BICHHOTO KOJUYECTBA) B
tabneTke
14 | Butylhydroxyanisole 0.0972 mg/tab / Not less than 0.042 mg/tab /
content / CopgepxaHue 0.0972 Mr B Tabnerke He menee 0,042 mr B TabneTke
Oy THArMAPOKCHAHN30/12

Remarks: The Product conforms to ND/
pumeuanne: [IpogykT cooTBeTcTBYET TpeboBanuam HJT

Conclusion: APPROVED /
3axmouenue: QOBPEHO

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

HonroroBneHo: Pravesh,Rana [Tpoeepeno: Pardeep Kumar Onobpeno: Menemxep / PykosoguTtens
I E ‘ Kusum Lata p

Reprint Date / Reprint Date / Reprint Date /

Jara: 14.01.2023 Hara: 14.01.2023 Jara: 14.01.2023

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

- 500034, Telangana, India

Tel: +91 40 4500 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

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02

CEPTUPUKAT AHAJIM3A  www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

IIpoaykT: Keropon® Skcnpecc (ketoponak) TabieTkH, AHCHEPTMPYEMBIE B JIOJIOCTH PT4, 10 Mr
Batch No / : V2300069 Batch Quantity./ : 36,00,000 tab /
Cepus Ne O6nem cepuu 36,00,000 tab
Analytical Report No / : 890001638829 Date of Analysis / : 14.01.2023
AnanuTH4yeckuii oTyer Ne Jlara anaau3a

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
JlaTa npou3zBoacTBA Tomen 1o

Analysis performed according ND / Ananus nposeaen no HJL: -

JITT-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page 7 of 7/Crp. Tm3 7

15 | Package/ YnakoBka 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 u3 (I[TA/AJVIID ¢
pnaronornorutenem/[13BII)

donsru // (I13/AJ1) donsru. Ilo
2 Gnucrepa ¢ MHCTPYKLMEH IO

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. / ITo 10 TabneTok B
bnucrepe U3 (ITA/AJITID c
pnaronornotuteneM/[I9BIT)  donbru //
(TI2/AJT) ponern. ITo 1 unu 2 6nauctepa ¢
MHCTPYKUMEH NO TNPHMEHEHHIO B MauKy
KapTOHHYIO.

Xpanenue

NPUMEHEHHIO B MayKy
KapTOHHYIO.

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

17 | Storage conditions / Below 25 °C. / [pu TeMnepatype He Bolie 25 °C.

18 | Shelflife / Cpox rognoctu 2 years /2 rona

* 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.

* TIpH BHIYCKeE JIEKAPCTBEHHOr0 NPENapaTa KOHTPOJIL Ka4ecTBA N0 NOKa3aTello
«MuKpO6GHOIOTHIECKAR YHCTOTA» HPOBOJHTCA AN Kakmoii 20-0i cepun, HIH As OXHOM CepHH B 0,

B 3ABHCHMOCTH OT TOro, 4T0 HACTYIIHT paHbIIE.

Remarks: The Product conforms to ND/
ITpumeuanue: [ponykr cootBeTcTBYET Tpebosanuam HIL

Conclusion: APPROVED /
3axnouenne: OJJOBPEHO

Prepared by / Checked by /
Hoarororneno: Pravesh Rana [Mposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Mcremxep / PykoeoauTenb
Kusum Lata W

Reprint Date / Reprint Date /
 Mara: 14.01.2023 Hara: 14.01.2023

Reprint Date /
Ilara: 14.01.2023

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




