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 : 491 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon® Dkcnpece (ketoposnak) TabJIeTKH, JMCTIeprupyeMble B MOJI0CTH pTa, 10 Mr

Batch No / : V2200750 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6nem cepuu 36,00,000 Tab
Analytical Report No / : 890001587665 Date of Analysis / 28.04.2022
AHanuTHYIECKHH oTueT Ne Jara ananuza

Date of Manufacture / : April.2022 Date of Expiry / Mar.2024
Jara npon3BoacTBa T'oxen no

Analysis performed according ND / Ananmus nposeger mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / nsmenenne Nel ot 27.12.2021)

Page1of 7/Crp. 1u37

No
No

Test / IToxazaTenn

Results / PesynbTaTsi

Specification / Hopma

1

Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrusie, miockue
TabseTkU ¢ dackoit, cBeTIO-
XKENTOTO LiBETa C rPaBUPOBKOA
«» Ha OJHOI! cTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrnble, nnockue TabneTku ¢ Gackoid,
CBETJIO-XKENTOrO 1IBETa C IPaBHUPOBKOH
«!» Ha oZIHOIT cTOpOHE.

Identification / IToasimHHOCTEL

Ketorolac / Kemoponax

a) Byuv/
V®-cnexrpodoToMeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cuexrpsl
TMIOTJIOIIEHHS UCTIBITYEMOTO pacTBopa H
pacTBopa  cTaHgapTHoro  obpasua
KETOpOJIlaka TpPOMETaMHHA  JIOJDKHbI
UMEeTh MaKCUMYMBI IIPH OAHOM U TOif xe
JUTUHE BOJIHBI (+ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET Tpebosanuam HJJ

Conclusion : APPROVED /
3akaiouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Ankit

(2

Checked by /
IIpoBepeno: Nargsh Kumar

W

Approved by: Manager/Executive /
Onobpeno: Menemkep / PYKOBOZHTEN L
Abhishek Chauhan |\ ,ﬁ

L

—

Reprint Date /
lara: 28.04.2022

Reprint Date /
Jara: 28.04.2022

Reprint Date /
Jara: 28.04.2022

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

CEPTUDPHUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoaykT: Keropon” Dkcnpece (keroponak) TabeTkH, AucnieprupyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2200750 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 tab
Analytical Report No / : 890001587665 Date of Analysis / 28.04.2022
AHammTHYecKHit oTyeT Ne JaTa anannza

Date of Manufacture / : April.2022 Date of Expiry / Mar.2024
Jlara npon3BoacTBa T'onen no

Analysis performed according ND / Ananns nposeaen no HJI: :
JITI-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)
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No

Test / [TokasaTean
Ne

Results / PesyabTaThl

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). / Bpems ymepxuBaHua
OCHOBHOIO MNHKa Ha XpoMaTorpamme
HCTIBITYEMOTO ~ pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpEeMeHH
yIAepXKUBaHUS OCHOBHOTO IHKa Ha
XpoMaTorpaMme pacTBOpa
CTaHAApTHOTO KETOpoJIaka
TpOMeTaMuHa (paznen
«KonuecTBeHHOE OTIpeieNieHUe» ).

obpaszia

Remarks : The Product conforms to ND/
[pumeuanue: [Ipoaykt cooTBercTByeT TpeboBanusam HJJ

Conclusion : APPROVED /
3akarouyenne: OJJOBPEHO

Hara: 28.04.2022

Jara: 28.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[oarotosneno:Ankit IIpoeepeno: Naresh Kumar Onobpeno: Menemxkep [ Pykosoaurens
Cé Abhishek Chauhan .
L = .'I
Reprint Date / Reprint Date / Reprint Date /

Hara: 28.04.2022

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: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOPHUKAT AHAJIU3A

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
Mpoayxr: Keropon™ Dxcnpecc (keroponak) TabneTky, AMCHeprupyeMble B MOJOCTH pTa, 10 Mr

Batch No / : V2200750 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001587665 Date of Analysis / 28.04.2022
AHanuTHYeCcKH# oTyeT Ne MaTta anannza

Date of Manufacture / : April.2022 Date of Expiry / Mar.2024
JaTta npou3BoacTBa Tonen o

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

i

Page3of 7/Crp.3u3 7

i.oo Test / [TokazaTesb Results / PesynbTaThl Specification / Hopma
3 Identification Complies / CooTBeTcTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MopnunnocTL butylhydroxyanisole peaks on the
Oy THIITUAPOKCHAHU30JI 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). / BpemeHna ymepxuBaHHsA
NHMKOB  2-OyTMATHOPOKCHaHH30/1a U
3-6yTUNrMIPOKCHAHH30JIA Ha
XpomaTtorpaMmme HCIIBITYEMOTO
pacTBopa JOMKHBI COOTBETCTBOBATH
BpeMeHaM YAEPKHMBAHUS ITHKOB
2-0yTUITHAPOKCHAHU301a i
3-6y TWITHIPOKCHAHM301a Ha
XpoMaTorpaMme pacTBopa
CTaHAapTHOTO obpazua
OYTHUITHIPOKCHAHW30.J1a (pazmen
«CopnepxaHue
Oy TUArHAPOKCHAHU30TIa»).
4 Average weight / Cpenuss 70.0 mg/ 70.0mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
mMacca Ot 67,2 Mr 1o 72,8 mr (70,0 Mr+ 4,0 %).

Remarks : The Product conforms to ND/
[Tpumeuanue: [poxykt coorBercTeyeT Tpebopanuam H]J

Conclusion : APPROVED /
3axawuenue: OJJOBPEHO

Prepared by /
IToxarorosneno: Ankit P

0

Checked by /
ITpoBepeno: Naresh Kumar

u

="

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosofiutens
Abhishek Chauhan i

o

L

Reprint Date /
Jara: 28.04.2022

Reprint Date /
Hara: 28.04.2022

Reprint Date /
Jara: 28.04.2022

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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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

CEPTHOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon™ Dkenpece (ketoponak) TabaeTkH, AHcneprupyembie B oaocTy pra, 10 mr

Batch No / 1 V2200750 Batch Quantity / : 36,00,000 tab /
Cepus No O6nem cepun 36,00,000 Tab
Analytical Report No / : 890001587665 Date of Analysis / 28.04.2022
Ananntudecknii oruer No JMaTa ananusa

Date of Manufacture / ¢ April.2022 Date of Expiry / Mar.2024
Jara npou3BoacTBA TI'onen no

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

Page4 of 7/ Crp.4u3 7

1}‘? Test / [lokazaTens Results / Pe3yabTaThi Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than £ 10 %
OaHopoaHocThL Macehl 2/20 tablets - not more than + 20 % /

18/20 Tabnetox — ue 6Gomee = 10 %
2/20 Tabnetok — He Gonee + 20 %

5 Disintegration time / 20 sec/ 20 cek Not more than 3 min / He 6onee 3 Mun
Pacnapnaemocts

6 Dissolution / PacTeopenue Unit-1/ Tabn-1 98% Not less than 75% (Q) of

. Ci1sH13NO;C4H; 1 NO; (ketorolac
bt Il 97% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 97 % 75%  (Q)  CisHisNO3*C4H;1NO;3

. (keToponaka  TpOMeTaMHMH)  4epes
Unit-4 / Ta6n-4 98% 15T
Unit-5 / Ta6bn-5 98%

Unit-6 / Taba-6 95 %

7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a

JucnepcHocth 710 pm sieve is formed. / O6paszyercst
ONHOpOJHAs CYCIIEH3UsA, NPOXOASIIAs
CKBO3b CUTO C pa3MepOM OTBEPCTHI
710 MxM.

Remarks : The Product conforms to ND/

Tlpumeuanue: IpoaykT cooTBeTcTBYET TpeOoBaHUAM H]T

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
Hoarorosneno: Ankit _

)

Checked by /
IIposepeno: Naresh Kumar

W

Approved by: Manager/Executive /
Onobpeno: Menemxkep / P_wconaﬂrTenb
Abhishek Chauhan

Reprint Date /
Hara: 28.04.2022

Reprint Date /
Hara: 28.04.2022

Reprint Date /
Jara: 28.04.2022

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 ‘,’:‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT 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

Hpoaykt: Keropon™ Dkenpecce (ketoponak) TabieTku, MCIeprupyeMble B MONOCTH pTa, 10 Mr

Batch No / 1 V2200750 Batch Quantity / : 36,00,000 tab /
Cepns Ne Oobem cepuu 36,00,000 Tab
Analytical Report No / : 890001587665 Date of Analysis / 28.04.2022
AHaJuTHYecKHH oTyeT No JaTta aHanuza

Date of Manufacture / ¢ April.2022 Date of Expiry / Mar.2024
JaTta npoHM3BoACTBA T'oxgen no

Analysis performed according ND / Anasins nposeaen no HJI:

JIIT-004929-011119 (amend Nel from 27.12.2021 / nsmenenne Nel ot 27.12.2021)

PageSof 7/ Crp.S5n3 7

8 Related impurities / PoxcTBeHHbIe IpUMecH

ketorolac 1-hydroxy analog /
1-rugpoxcuanaior
KeToponaka

Below limit of Detection
(LOD:0.0010%)

ketorolac 1-keto analog/
1-keToaHanor KeTopoaaka

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

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

0.04 %
Any unidentified impurity / Not more than 0.5 % / He Gonee 0,5 %
eNMHIYHAs
HEeNIEHTUGULHPOBaHHAS 0.04%
NpUMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceii
9 Water / Boga 21% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble Oprannyeckne pacTBOPHTEH

Isopropyl alcohol /
Hsomnponanon

3 pg/tab/ 3 pg/tab Mxr s
TabneTke

Not more than 350 pg/tab /
He 6osee 350 MKr B TablieTke

Remarks : The Product conforms to ND/
[pumeuanne: [poxykT coorretcTByeT TpeboBanusm HJT

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
IToarorosneno: Ankit

Checked by /
IIpoeepeno: Naresh Kumar

b

Approved by: Manager/Executive /
OnobpeHo: Menemkep / Pykosoagrrens
Abhishek Chauhan /

T -~

l! —

Reprint Date /
Hara: 28.04.2022

Reprint Date /
Hara: 28.04.2022

Reprint Date /
Hara: 28.04.2022

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
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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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOHUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Okenpece (ketoposak) TabieTky, AUCTIEpripyeMble B MONOCTH pTa, 10 Mr

Batch No / : V2200750 Batch Quantity / : 36,00,000 tab /
Cepust Ne O0nem cepun 36,00,000 tab
Analytical Report No / : 890001587665 Date of Analysis / : 28.04.2022
AHanuTHYeCKHIT oTyeT No Jara ananuza

Date of Manufacture / : April. 2022 Date of Expiry / : Mar.2024
JaTta npoun3sBoacTea T'ogen po

Analysis performed according ND / Auanus nposegen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 6 of 7/ Ctp. 6 u3 7

[ 11

Microbial enumeration tests / MukpoGHoJIoru4ecKas 4HCTOTa*

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obiiee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOGHEIX MHKPO-
OpraHHU3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O6iuee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIO0 JPOAOKEBBIX U
NIECHEBBIX IPUOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTtcyTCcTBYET OrcytctBUE B 1 T
12 | Uniformity of dosage units / 7.3 Acceptance value (AV) not more than
OanopoaHocTh 15.0 / Ilpuemounoe 3uayenue (AV) He
JA03UPOBAHUSA 6onee 15,0.
13 | Assay/KonnuecreeHHoe 10.0 mg / 10.0 mr From 90mg to 11.0mg of
onpeneJieHue (99.9 %) CisHi13NO3*C4H  (NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr mo
1 1,0 MI Ci5sH13NO3°C4H; |NO;
(xeroponaka Tpomeramut) (ot 90,0 no
110,0 % oT 3asBIEHHOTO KOJIHYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0961 mg/tab / Not less than 0.042 mg/tab /
content / Conepxanue 0.0961 mr B TabneTke He menee 0,042 mr B Tabnetke
GyTHrnapoxkcHaHuMsoNa

Remarks : The Product conforms to ND/
IIpumeuanue: IIponykr cootBercTBYeT Tpebosanusam HJJ

Conclusion : APPROVED /
3akmwuenune: OJJOBPEHO

Prepared by / Checked by /
IToarorosneno: Ankit IIposepeno: Naresh Kumar

= &

Approved by: Manager/Executive /

Onobpeno: Menemiep / Pykpsomirgens
Abhishek Chauhan 7 -

ge—

Reprint Date / Reprint Date /
Hara: 28.04.2022 Jlara: 28.04.2022

Reprint Date /
Hara: 28.04.2022

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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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

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Dkenpece (keroponak) Tabnerku, AMcneprupyembie B IOJOCTH pTa, 10 Mr

Batch No / : V2200750 Batch Quantity / : 36,00,000 tab /
Cepust Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001587665 Date of Analysis / 28.04.2022
AHaJTHTHYeCKH oTyeT No Jara ananusa

Date of Manufacture / : April. 2022 Date of Expiry / Mar.2024
Jara mpousBoacrea T'oxen no

Analysis performed according ND / Anann3 nposegen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 70f 7/ Crp. Tuz 7

15 | Package/ Ynaxkoska 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil / (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / Ilo 10 Tabietok B
information leaflet in a carton | Gaucrepe u3 (ITA/AJITID c
pack. / Tlo 10 rabnerox B | Bnaromornotutenem/II3BIT) donsru //
Oauctepe wmz  (ITA/AJVIID ¢ | (TI3/AJ) donsru. Io 1 wnu 2 6nucTepa ¢
Bnaromnornorurenem/[15BIT) HHCTPYKUMEN MO NMPUMEHEHHIO B Mauky
doneru // (IT3/AJ]) doneru. [To | xapToHHYyIO.

2 Gnuctepa ¢ HHCTPYKUMENR 1o
NPUMEHEHHUIO B nayKy
KapTOHHY1O0.
16 | Labeling / Mapkupobka According to ND / B coorerctun ¢ HJJ
17 | Storage conditions / Below 25 °C. / IIpu Temnepatype He Bbie 25 °C.
XpaHenne
18 Shelf life / Cpok roanocTu 2 years /2 roma

* 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.

* IIpn BbINYCKe JIEKAPCTBEHHOTO NPENapaTa KOHTPOJIb KAYeCTBA [0 MOKA3aTeI0
«MuKpoOHOJI0rHIeCKas YHCTOTA» NPOBOXNTCS I KAK0H 20-0ii CepHH, HIIH /ISt OJHOI CEPHH B IOA,
B 3aBHCHMOCTH OT TOT'0, YTO HACTYNMT paHbLUIE.

Remarks : The Product conforms to ND/
[Tpameuanue: [poaykT coorsercTByet Tpebosanusam HJJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

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

Hoxaroroeneno: Ankit ITposepeno: Naresh Kumar OnobpeHo: Menemxkep / Pykosofiurens
/f) & Abhishek Chauhan [ _Fﬁ >

Reprint Date / Reprint Date / Reprint Date /

Jara: 28.04.2022 Jara: 28.04.2022 Hara: 28.04.2022

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:

CIN: L85195AP1984PLC0O04507
www.drreddys.com

mail@drreddys.com




