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

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

Dr.Reddy’s ‘;'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Skenpecc (keToposiak) TabaeTky, JucneprupyemMsle B HoJI0CTH pTa, 10 mr

Batch No / : V2200585 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0beM cepuu 36,00,000 tab
Analytical Report No / : 890001582274 Date of Analysis / 31.03.2022
AHajJuTHYecKUi oTyeT No JaTa ananuza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JlaTa mpou3BoACTBA I'open go

Analysis performed according ND / Anann3s npoeeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel or 27.12.2021)

Pagelof 7/Crp. 1 m37

No

N Specification / Hopma

Test / IlokasaTenn Results / PesyabTaThl

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one

Light yellow round flat beveled tablets
with "|" debossed on one side. /

side. / Kpyrunsle, uiockue
TabneTKy ¢ $hackoi, CBETIO-
JKENTOTO LIBETa C PaBUPOBKOH
«I» Ha oZ1HO} CTOpOHE.

Kpyrinsie, miockue Tabnetku ¢ ¢packoii,
CBETIIO-XKEJTOrO LBETA C I'PpaBUPOBKOH
«» Ha OJJHOH CTOpPOHE.

2 Identification / ITogJIHHHOCTD

Ketorolac / Kemoponax

a) Byuv/
Y®-cnexrpodoromeTpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2nm). / YO-cnexTpsl
MOMJIOIIEHHMs HCTIBITYEMOTO PacTBOpa 1
pacTBopa  craHmapTHoro  ofbpasua
KeTopolaka TPOMETaMHHA  JOJIKHBI
UMETh MaKCUMYMBI [TPH OTHOM ¥ TOH ke
IUTHHE BOJHEI (£ 2 HM). J

Remarks : The Product conforms to ND/

[Tpumeyanue: IIponykr cooTBeTcTBYeT TpeboBankam HJL

Conclusion : APPROVED /
3akmiouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Naresh

Kumar @ c

o

Checked by /
[Tposepeno: Himesh Kumar

3

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoaurensb

Pavan Kumar Sharma g_,ﬂ_ﬂ;—f"""

Reprint Date /
Jara: 31.03.2022

Reprint Date /
Hara: 31.03.2022

Reprint Date /
Jara: 31.03.2022

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: 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

CEPTUD®UKAT AHAJIM3A www.drreddys.com

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

Ipoaykr: Keropon® Dkcnpece (keToponak) TabaeTky, JMcIeprupyeMble B MoJiocTy pra, 10 mr

Batch No / : V2200585 Batch Quantity / : 36,00,000 tab /

Cepus No Ob6neM cepun 36,00,000 Tab

Analytical Report No / : 890001582274 Date of Analysis / 31.03.2022

AHANUTHYECKHH oTUeT N2 JlaTa anajau3za

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024

JaTa npou3BoACTBa T'ogen no

Analysis performed according ND / Anann3 nposenen mo HJ/L:

JITI-004929-011119 (amend Nel from 27.12.2021 / u3amenenne Nel ot 27.12.2021)

Page2of 7/Crp. 2 m37
i? Test / IlokasaTenns Results / PesyabTaTsl 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 yIepxuBaHHA
OCHOBHOTO MMKa Ha XpOMaTorpamme
HCIBITYEMOTO  PacTBOpPa  IOJDKHO
COOTBETCTBOBATD BpEMEHHU
VIOEpXKHBAHMsS OCHOBHOrO DHMKa Ha
XpoMaTorpamme pacTBopa
cTangapTHoro ofpasna KeTopoJaka
TpOMETaMHHa (pazzen
«KonuyecTBeHHOE ONpeNeIeHHE»).

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

ITpumevanue: IlpoaykT coorBeTcTBYeT Tpebopanusam H]

3axmouenne: OJOBPEHO

Prepared by /
TloarorosieHo: Naresh

Kumar @

—_—

Checked by /
Ilpoeepeno: Himesh Kumar
o =

J
o

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Evmnaonmenb
Pavan Kumar Sharma (==

Reprint Date /
Jara: 31.03.2022

Reprint Date /
Jara: 31.03.2022

Reprint Date /
Hara: 31.03.2022

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
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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

CEPTHOUKAT AHAJIN3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpece (keTopoak) TabneTky, AHCHeprupyeMble B osoctu pra, 10 mr

Batch No / : V2200585 Batch Quantity / : 36,00,000 tab /
Cepus Ne O061BeM cepun 36,00,000 Tab
Analytical Report No / : 890001582274 Date of Analysis / : 31.03.2022
AHajuTHYecKHi oTyeT No Jara ananusa

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JaTa npoH3BoICTBA T'onen no

Analysis performed according ND / Ananus nposegen no H/L:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel or 27.12.2021)

Page30of 7/ Crp.3m37

1;.? Test / IloxasaTenan Results / PesyabTaTh! Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IHoanHHHOCTB butylhydroxyanisole peaks on the
Oy THIIrHAPOKCHAHN30JI 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 yOepXHBaHUsA
NMKOB 2-0yTHNTMIPOKCHAHU30JIA M
3-6yTHIrHAPOKCHAHU30J1a Ha
XpOMaTorpaMme HCIBITYEMOTO
pacTBopa IOIDKHBI COOTBETCTBOBAThH
BpeMeHaM yIep>KUBAHHUS MTUKOB
2-0yTHNTHAPOKCHAHH301a U
3-0yTUITHAPOKCHAHH301a Ha
Xpomarorpamme pacTBopa
CTaHIapTHOI'O obpasua
OyYTHJITHAPOKCHAHU301a (paspmen
«ConeprxaHue
OYTHITHAPOKCUAHU30JIa»).
4 Average weight / Cpeanss 70.3 mg/ 70.3 mMr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
Macca Ot 67,2 Mr g0 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks : The Product conforms to ND/
Ipumeuanue: ITpoaykt cooTBeTCTBYET TpeOoraHusIM HJJ

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

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

[MoarororneHo: Naresh Iposepero: Himesh Kumar | Ono6peno: Menemkep / Pykosoanrens

Kumar @ )\ — Pavan Kumar Sharma I:L;/,rj.'//"’
< . r/./

Reprint Date / Reprint Date / Reprint Date /

Jara: 31.03.2022

Jara: 31.03.2022

Hara; 31.03.2022

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
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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

CEPTHOPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ '3t<cnpecc (keroponak) TabneTkH, AUCTIEPrUpPYEMBIE B TI0JI0CTH p1a 10 mr

Batch No / : V2200585 Batch Quantity / : 36,00,000 tab /
Cepua Ne O6neM cepuu 36,00,000 Tab
Analytical Report No / : 890001582274 Date of Analysis / 31.03.2022
AHaIuTHYECKHl oTaeT Ne JlaTa aHaaH3a

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jata npon3BoacTBA T'ogen no

Analysis performed according ND / Ananu3s nposenen no HJL:

JII-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12. 2021)

Paged4of 7/Crp.4u37

1;.? Test / Iloka3zaTenn Results / PesyabTaTbl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than £ 10 %
OIHOPOAHOCTHL MACChI 2/20 tablets - not more than + 20 % /

18/20 Ttabnetok — He 6onee + 10 %
2/20 Tabnetok — He 6ojee = 20 %
5 Disintegration time / 22 sec/ 22 cek Not more than 3 min / He 6onee 3 MuH
PacmapaemocThb
6 Dissolution / PacTBopeHue Unit-1/ Tabn-1 100 % Not less than 75% (Q) of
. C15sH13NO3*C4H 1 NO3 (ketorolac
Unit-2 / Ta6n-2 100 % tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 100 % 75% (Q)  CisHisNO3*CsH1iNO;3
. o (keToponaka  TpOMETaMMH)  uepes
Unit-4 / Tabn-4 101 % 15 Mus
Unit-5 / Tabn-5 105 %
Unit-6 / Tabn-6 96 %
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JAucnepcHoCTb 710 pm sieve is formed. / O6pasyercs
OJHOpOIHAs CYCTEeH3Hs, MNPOXOoJsiuas
CKBO3b CHTO C pa3MepoM OTBEPCTHI
710 MKM.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

ITpumeuanue: IIpooyKT COOTBETCTBYET TpeboBanuam HJL

3axmouenne: OJIOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroenexo: Naresh IIposepeno: Himesh Kumar | Omo6peno: Menemxep / Pm\osomrreﬁh
Kumar @ c”:,"-,\r/‘/rj Pavan Kumar Sharma & ———

- N
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.03.2022 Jlara: 31.03.2022 Jara: 31.03.2022

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

CIN: L85195AP1984PLCO04507
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, ‘... Dr. Reddy's Laboratories Ltd.
o ) )
Formulation Unit-6
Dr" Reddy S . Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel ; +91 98166 56001-02
CEPTUOHUKAT AHAJIU3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcrpece (keToposak) TabJIeTKH, AMCHEPrHpYeMble B [010CTH pTa, 10 Mr

Batch No / : V2200585 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepun 36,00,000 Tab
Analytical Report No / : 890001582274 Date of Analysis / : 31.03.2022
Ananuruyecknii orger Ne JlaTa anajan3a

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JlaTa mpousBoacTBA T'onen o

Analysis performed according ND / Ananns nposegen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3amenenne Nel ot 27.12.2021)

Page 5 of 7/ Crp. Su3 7
8 Related impurities / PoacTeeHHbIe npuMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-rupokcyHaHanor
KeTopoJlaKa
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-KETOAHATIOT KETOPOJIaKa 0.02 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIMHIYHas 0.05%
HenneHTUOHIHPOBaHHAs
IpUMech
Total impurities / 0.2% Not more than 1.0 % / He 6onee 1,0 %
CymMma npumeceii
9 Water / Boaa 1.9% Not more than 7.0% w/w /
He Gonee 7,0 %
10 | Residual solvents by GC/ OcTaTouHbI¢ OpraHuyYecKue pacTBOPUTENIH
Isopropyl alcohol / 4 pg/tab / Not more than 350 pg/tab /
HzonponaHon 4 Mxr B TabneTke He Gonee 350 Mkr B TabneTke
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeyanue: [Ipoaykr coorseTcTBYET TpeboBanusm HJ 3axawuenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosieno: Naresh [Iposepeno: Himesh Kumar | OnobpeHo: Menemxep / BykoBoauress
Kumar ”l’," - Pavan Kumar Sharma <j_————> —
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.03.2022 Jara: 31.03.2022 Hara: 31.03.2022

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
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Dr.Reddy’s Q':

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT 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

Ipoayxr: Keropon® 3Kcnpecc (xeToponak) TabNeTKH, AHCIIEPrHPYEMbIE B MOJIOCTH p’ra 10 mr

Batch No / : V2200585 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0neM cepnu 36.00,000 Tab
Analytical Report No / : 890001582274 Date of Analysis / 31.03.2022
AHaJIMTHYECKHH 0TUeT No JlaTa aHa/In3a

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JlaTa npoH3BOACTBa T'open no

Analysis performed according ND / Anamus nposeaen no H/A:

JI-004929-011119 (amend Nel from 27.12.2021 / n3menenue Nel ot 27.12.2021)

Page 6 of 7/ Ctp. 6 13 7

11 Microbial enumeration tests / MuxpoGuonornueckasi 4ucTora*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obmee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHH3MOB
b) Total Combined Yeast Less than 10 CFU/g/ Not more than 100 CFU/g /
and moulds count / O6ee Menee 10 KOE/r He 6onee 100 KOE/r
YHCJIO JPOMOKEBBIX U
TUIECHEBBIX FpUboB
c) Escherichia Coli Absent in 1 gram / ‘Shell be absent in 1 gram /
OtcyrcrRyeTB 1 T OtcytrctBUe B 1 T
12 | Uniformity of dosage units / 4.0 Acceptance value (AV) not more than
OaHopoAHOCTH 15.0 / IlpuemouHoe 3HaueHue (AV) He
Jd03UpPOBAHHUSA Gonee 15,0.
13 | Assay/KoauuyecTBeHHOE 10.3 mg/ 10.3 mr From 90mg to 11.0mg of
onpejesieHHe (102.5 %) C15H3NO3°CsH1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 Mr
oo 11,0mr  CisH;sNO3*CsH;INO;
(xeroponaka TpoMeramuH) (ot 90,0 mo
110,0 % oT 3a9BIEHHOTO KOJIU4ECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0966 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0966 mr B TabneTke He menee 0,042 mr B TabneTke
Oy THATMAPOKCUAHH301a
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

IMpumeuanne: [Ipoaykt cooTBeTcTBYeT TpeboBanuim HJI

3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Naresh IMposepeno: Himesh Kumar | Onobpeno: Menemkep / F\/Konu,mrrenb
Kumar ——| Pavan Kumar Sharma <} S

Reprint Date / Reprint Date / Reprint Date /

Jara: 31.03.2022 Jlata: 31.03.2022 Jara: 31.03.2022

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
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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

CEPTUOHUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopon® Jkenpecc (keToposak) TablIeTKy, JMCIepripyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2200585 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 tab
Analytical Report No / : 890001582274 Date of Analysis / 31.03.2022
AHanuTHYecKHMii oTueT Ne Jarta anannsa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jdata mpousBoacTBa I'ozen o

Analysis performed according ND / Ananun3 nposegen nmo HJ/I:

JIII-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel ot 27.12.2021)

Page 70f 7/ Crp. Tu3 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. / ITo 10 Tabnerox B
6muctepe w3z ([MA/AJUTID ¢
BiaronorjotutesieM/[15BIT)
doneru // (IT2/AJ1) doneru. Mo
2 OnucTepa ¢ MHCTPYKLHEH MO
MPUMEHEHHIO B mayKy
KapTOHHYIO.

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. / Ilo 10
tabretox B 6iuctepe us (ITA/AJI/IID ¢
BiaronorjotuteneM/II9BIT) donbru //
(I13/AJT) donsru. I1o 1 unu 2 6nucTepa
C HHCTPYKUHEH 0O NPUMEHEHHIO B
MayKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBeTcTBuu ¢ HJI

17 | Storage conditions /
XpaHeHue

Below 25 °C. / IIpu Temneparype He Bbiie 25 °C.

18 Shelf life / Cpok rogHocTH

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.

* JIpu BBINyCKe JIEKAPCTBEHHOI0 MPENapaTa KOHTPOJIbL KA4ecTBa M0 MOKA3ATEI0
«MuxpobHoJIoTHYeCKAA YHCTOTA» NPOBOAMTCA AJsi Kaxaoi 20-ok cepun, WiiH A8 0XHOIH cepHH B rof,
B 32aBHCHMOCTH OT TOT'0, YTO HACTYNHT paHbIle.

Remarks : The Product conforms to ND/
[Tpumeuanue: Iponykt coorsercTBYeT TpeboranusaM HJI

Conclusion : APPROVED /
Saxiroyenne: OJOBPEHO

Prepared by /
IMToarorosneHo: Naresh

Kumar (é

Checked by /
IIpoeepeno: Himesh Kumar

=

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PyrRoBoaHTeNb
o ’_____,-—-":,"'_'..d—

Pavan Kumar Sharma - ‘f; '}/;//,A_._.

Reprint Date /
Hara: 31.03.2022

Reprint Date /
Jara: 31.03.2022

Reprint Date /
Hara: 31.03.2022

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