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

CEPTUO®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disinteg;at;ng Tablets 10 mg
Hpoaykr: Keropon" Dkenpece (keToponak) TabneTky, AMCIEPrupyemMble B MojocTH pra, 10 mr

Batch No / : V2201946 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6bem cepun 36,00,000 Tad
Analytical Report No / : 890001616626 Date of Analysis / 26.09.2022
AHanurddecknii oryet Ne JlaTa ananuia

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
JdaTta npou3BoacTBa T'ogen no

Analysis performed according ND / Ananu3 nposenen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Pagelof 7/ Crp. 1 u3 7

Y®-cnektpodoToMeTpus

I;.OO Test / INokasaTenb Results / PesynbTaTs! Specification / Hopma
1 Description / Onncanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "" debossed on one with "[* debossed on one side. /
side. / Kpyrasie, ninockue Kpyrnsle, nnockue tabnetku ¢ packoi,
TabneTku ¢ packoi, cBETIO- CBETJIO-KENTOro LBETa ¢ IpaBUPOBKOM
ENTOro 1BeTa ¢ TPaBUPOBKOH «!» Ha 0JHO¥ cTOpOHeE.
«l» Ha onHOI cTOpOHe.
2 Identification / IToanuHHOCTL
Ketorolac / Kemoponax
a) ByuUv/ Complies / COOTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTpht
TIOTNOIEHUs] UCHLITYEMOrO PacTBOpa
pacTBopa  CTaHmapTHoro  obpasia
KEeTOpOoflaka TPOMETaMHHA  JOJIKHBI
MMETb MAKCUMYMBI [TPU OJHOM U TOM Xe
IUTHHE BOJHBI (£ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: [ponykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Prepared by /
IToaroroBineHo: ~Kushal Kumar

.
Ca

Checked by /
IMpoeepeHo: Ramakant

g

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoaurens
Amit Kumar

g =

Reprint Date /
Jara: 26.09.2022

Reprint Date /
Jara: 26.09.2022

Reprint Date /
Jara: 26.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 29939, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OFF ANALYSIS
CEPTUOPHUKAT AHAJIN3A

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

Mponyxr: Ketopon™

"Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Okcnpecc (keToposak) TabaeTki, AMCneprupyeMbie B NONOCTH pTa, 10 Mr

Batch No / : V2201946 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6Bem cepun 36,00,000 Tad
Analytical Report No / : 890001616626 Date of Analysis / : 26.09.2022
AnanuTHyeckui oTyer Ne JlaTa anann3za

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
HaTta npou3BoacTea Togen mo

Analysis performed according ND / Ananu3s nposegen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / n3menenune Nel or 27.12.2021)

Page2 of 7/Crp. 2 m3 7

No

Ne Test / [TokazaTenn

Results / PesyabTarnl

Specification / Hopma

b) By HPLC / BDXX

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 yuepxusanus
OCHOBHOTO TMHKa Ha XpOMAaTrorpamme
HCTIBITYEMOTO ~ pacTBOpa  JOJIKHO
COOTBETCTBOBaTh BpPEMEHH
YIOepXUBaHHA OCHOBHOIO INHMKa Ha
XpoMaTorpaMmme pacTBopa
CTaHAAapPTHOTO KeTopoJiaka
TpOMeTaMHHa (pazmen
«KonuyecTBeHHOE ONpeneNieHUE).

obpa3ua

Remarks : The Product conforms to ND/
IIpumeyanmne: IlpoaykT cooTBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3aknwouyenne: OJOBPEHO

Prepared by /
Hoarorosneno: Kushal Kumar

Checked by /
IIposepeno: Ramakant

X

Approved by: Manager/Executive /
Opnobpeno: Menemkep / PykoBoaurens
Amit Kumar A\ _-n—

| B

4

Reprint Date /
Hara: 26.09.2022

Reprint Date /

Hara: 26.09.2022

Reprint Date /
Hara: 26.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2500, 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
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CEPTUDPUKAT AHAJIM3A

aw

Ipoaykr: Ketopon

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Okcnpecc (KeToponak) TabJeTKH, AUCIEPrHPYEMbIE B MOJOCTH pTa, 10 Mr

'Batch No / 1 V2201946 |Batch Quantity / : 36,00,000 tab /
Cepust Ne O6bem cepun 36,00,000 Tad
Analytical Report No / : 890001616626 Date of Analysis / 26.09.2022
AHaaUTHYeCKHUH oTueT No JlaTa aHanu3a

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
Jara npou3BoJacTBa T'onen no

Analysis performed according ND / Ananus nporenen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel or 27.12.2021)

Page3of 7/Crp.3mu3 7

NNO Test / [okazaTens Results / PesyabTatsl Specification / Hopma
°
3 Identification Complies / CooTBeTcTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
INoanuHHOCTL butylhydroxyanisole peaks on the
Oy THJIrMAPOKCHAHU30JI 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 ynepXuUBaHus
NUKOB  2-OyTUATMApPOKCHAHW3ONA M
3-0yTUATHIPOKCHAHU301a Ha
XpoMmarorpamme UCTIBITYEMOTO
pacTBOpa IOMKHBI COOTBETCTBOBATH
BpeMeHam yAEpKUBAHUS MTHUKOB
2-0y TUATHIPOKCHAHU30/1a u
3-0yTWITHAPOKCHAHN301a Ha
XpOMaTorpaMmme pacTBopa
CTaHAapPTHOTO obpazua
OYTHITUAPOKCHAHU30MA (paznen
«ConepxaHue
OYTUITUAPOKCUAHU30JIAY).
4 Average weight / Cpeansis 69.0 mg/ 69.0mr 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/

IIpumeuanue: IlpogykT cooTBeTcTBYET TpeboBanuaM HJJ

Conclusion : APPROVED /
Zaxmwouenne: OJIOBPEHO

Prepared by /
IMoarorosnedo: Kushal Kumar

Checked by /
IIposepeno: Ramakant

)

Approved by: Manager/Executive /
Onobpeno: Menemwxkep / Pykosonutens

Amit Kumar -N\o—_
:.r b ..a.*-\_/

5

Reprint Date /
Hara: 26.09.2022

Jara:

Reprint Date /

26.09.2022

Reprint Date /
Jarta: 26.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, 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, IND{A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOHUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon" Dkcnpece (keToponak) TabieTKu, AMCNeprupyemble B nonocTy pra, 10 mr

Batch No / : V2201946 Batch Quantity / + 36,00,000 tab /
Cepus Ne Oo0bem cepun 36,00,000 Tad
Analytical Report No / : 890001616626 Date of Analysis / 26.09.2022
AHanuTHYecKHil oTyeT No Hara ananusa

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
JaTa npon3BoacTBA I'onen no

Analysis performed according ND / Ananus nposenen mo HJ/L:
JIT1-004929-011119 (amend Nel from 27.12.2021 / nu3ameHenne Nel ot 27.12.2021)

Page4of 7/ Crp. 4m37

i:) Test / [TokasaTennb Results / PesyabTaTsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHOPOAHOCTHL MAaCChI 2/20 tablets - not more than + 20 % /

18/20 Tabnetox — He Oonee + 10 %
2/20 Tabnerok — He 6onee + 20 %
5 Disintegration time / 15 sec/ 15 cek Not more than 3 min / He 6onee 3 mun
Pacnapaemocrnb
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 97 % Not less than 75% (Q) of
. C5H13NO3*C4H [ 1NO3 (ketorolac
Unise (| liaon=2 10252 tromethamine) in 15 min / He meHee
Unit-3 / Tabn-3 105 % 75%  (Q)  CisHisNO3*CsH11NO3
) (xeToponaka  TpOMETaMMH)  4Yepe3
Unit-4 / Tabn-4 106 %
15 mun
Unit-5 / Tabn-5 104%
Unit-6 / Tabn-6 102 %

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

JucnepcHocTh 710 pm sieve is formed. / Obpa3zyercs
OJIHOPO/IHAsl CYCINEH3MS, IMPOXOIAIIAs
CKBO3b CHUTO C pa3MepoM OTBEPCTUH
710 MKM.

Remarks : The Product conforms to ND/

IIpumeuanue: Ilpoaykt cooTBeTcTBYET TpeboBaHusm HJI

Conclusion : APPROVED /
3axmwouenne: QJIOBPEHO

Prepared by /
ToaroTosneno: Kushal Kumar

Checked by /
ITpoeepeno: Ramakant

Approved by: Manager/Executive /
OnobpeHo: Mengemiep / PykoBoaureis

Hara: 26.09.2022

JHata: 26.09.2022

y Amit Kumar 5 _\:,/ ~
: \ \
Reprint Date / Reprint Date / Reprint Date /

Jara: 26.09.2022

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: 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 : 491 98166 56001-02
www.drreddys.com

CEPTUPHUKAT AHAJIM3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg—
Ipoayxr: Keropon™ Dkenpece (KeTopoiak) TabneTki, AMCNepriupyeMbie B 0on0cTy pra, 10 mr

Batch No / : V2201946 Batch Quantity / : 36,00,000 tab /
|Cepusi Ne O61nem cepun 36,00,000 Tad
Analytical Report No / : 890001616626 Date of Analysis / 26.09.2022
AHamnTHyeckmil oTuer Ne JlaTa anaaunsa

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
Jarta npousBoacTBa T'ogen oo

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

PageSof 7/ Cip.5m3 7

8 Related impurities / PoacrBennble npumecu

ketorolac 1-hydroxy analog /
1-ruapokcuananor
KeTopoJaka

Below Limit of Detection
(LOD:0.0010%)

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

ketorolac 1-keto analog/

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

[-KeToaHanor keToposaka 0.06 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
€IMHUYHas 0.04%
HeUAeHTUHULIUPOBAHHAS
npumech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit
9 Water / Boaa 3.8% Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTtaTounble opraHinyeckue pacTBOpUTENH

Isopropyl alcohol /
Hzonponaxon

07 pg/tab / 07 mxr B Tabnetke

Not more than 350 pg/tab /
He 6osee 350 mKr B TabneTke

Remarks : The Product conforms to ND/

Ilpumeuanwue: IIpoaykT coorBercTByeT Tpebosanuam HJ|

Conclusion : APPROVED /
3akaouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Kushal Kumar | IIposepeno: Ramakant Onobpeno: Menemiep / PykoBoaures
\“'“ Amit Kumar N

Reprint Date / Reprint Date / Reprint Date /

Hara: 26.09.2022

Hara: 26.09.2022

Hara: 26.09.2022

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 : 491 98166 56001-02
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CEPTUOUKAT AHAJIM3A

Product : Ketorol Exp_ress (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon™ Dkenpecc (keToposnak) TabneTku, AUCIEPripyemMbie B nMonocTy pra, 10 mr

Batch No / : V2201946 Batch Quantity / : 36,00,000 tab /
Cepnst Ne O6bem cepun 36,00,000 Tad
Analytical Report No / : 890001616626 Date of Analysis / : 26.09.2022
Ananurndyeckuii oTyer No Jlata ananusa

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2024
JaTa npousBoicTea T'ogen no

Analysis performed according ND / Anann3s nposeaen mo H/I:

JITI-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page 6 of 7/ Ctp. 6 u3 7

| . . . -
11 Microbial enumeration tests / Mukpo6uosnornyeckas uucrora™

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obwiee uncno Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MUKPO-
OpraHu3MoB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Obwee Menee 10 KOE/r He 6onee 100 KOE/r
YHUCIO APOMOKEBBIX U
TIIECHEBBIX TPUOOB
¢} Escherichia Coli Absent / Shell be absent in 1 gram /
OrcyTcTBYET OrcyrctBre B 1 T
12 Uniformity of dosage units / 3.6 Acceptance value (AV) not more than
OnaunopoaHocTb 15.0 / [IpueMouHoe 3HadeHue (AV) He
JMO3UPOBAHMS 6onee 15,0.
13 | Assay/KoanuecrpeHHoe 9.7mg/9.7 Mmr From 9.0mg to 11.0mg  of
onpeaesieHue (96.6%) CisH13NO3°C4H | NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr a0
11,0 Mr C15H13NO3‘C4H11NO3
(keToponaka tpomertamus) (ot 90,0 mo
110,0 % ot 3asBleHHOro KOJIMYECTBA) B
TabnerTke
14 | Butylhydroxyanisole 0.0947 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0947 mr B Tabnetke He menee 0,042 mr B TabneTke
6yTHATHAPOKCHAHM30/1A

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT coorBeTcTBYeT TpeboBanusm HJ{

Conclusion : APPROVED /
3akarwuenne: OJJOBPEHO

Prepared by / Checked by /
[oarorosneno: Kushal Kumar | [IpoeepeHo: Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens

@l// Amit Kumar (> ‘:\,?
Reprint Date / Reprint Date / Reprint Date /
Hara: 26.09.2022 MHara: 26.09.2022 JHara: 26.09.2022

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

CEPTUOUKAT AHAJIM3A

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

poayxkr: Keropon"™ Dkcnpece (keToposnak) TadNeTKH, AMCIIEPrUpYEMbIe B NONOCTH pra, 10 Mr
Batch No / 1 V2201946 Batch Quantity / : 36,00,000 tab /
Cepus Ne Obbem cepun 36,00,000 Tad
Analytical Report No / : 890001616626 Date of Analysis / 26.09.2022
AnanuTndecknii oryet Ne JlaTta aHaamn3a

Date of Manufacture / : SEP.2022 Date of Expiry / AUG.2024
Jara npousBoJacTBa T'open no

Analysis performed according ND / Anann3s nposegen no HJI;

JIII-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)
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15 | Package/Ynakoeka 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 Tabnetok B
information leaflet in a carton | Gaucrepe u3 (TTA/ATI/TID c
pack. / Ilo 10 Tabnetok B | Bnaromornotutenem/[1OBIT) donbru //
6auctepe us (ITA/AJVIID ¢ | (II3/AJD) dponbru. 1o 1 unm 2 Gnuctepa ¢
Biaronornoturenem/I13BIT) HHCTPYKLUEH IO NPUMEHEHHIO B MayKy
doneru // (I12/AJ1) donsru. [To | kapToHHYytO.

2 OaucTepa ¢ MHCTPYKLMEH MO
NPUMEHEHHIO B nauky
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootetcteum ¢ HJI,
17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Bbilue 25 °C.
XpaHeHnue
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.

* Ilpu BeINycKe JIEKAPCTBEHHOT0 NPenapaTa KOHTPOJIb KA4ecTBa 110 MOKA3ATEJI0
«MHKpoOHOIOrHYeCKast YHCTOTA» MPOBOAHTCS AJA Kaxaoi 20-0if cepuu, nim AJist OXHOI CEPHH B rof,
B 32aBHCHMOCTH OT TOI'0, YTO HACTYNHT pPaHbIIe.

Remarks : The Product conforms to ND/
[Tpumeuanue: IponykTt coorseTcTBYeT TpebopanusM HJT

Conclusion : APPROVED /
3axawuyenue: OJJOBPEHO

Prepared by /

[Monrorosneno: Kushal Kumar

Checked by /
Iposepero: Ramakant

Bl

W

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
Amit Kumar

Ao

Reprint Date /
Hara: 26.09.2022

Reprint Date /
Hara: 26.09.2022

Reprint Date /
Hara: 26.09.2022

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 -




