Dr.Reddy’s Q’:‘

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

CEPTUOPHNKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon® Skenpece (keToponak) TableTky, AUCIeprupyeMble B ONOCTH pTa, 10 mr

Batch No / : V2200554 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oobem cepun 36,00,000 Tab
Analytical Report No / : 890001581251 Date of Analysis / ¢ 29.03.2022
AHanuTHYecKHnii oTyeT Ne JdaTa anaaunza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
Jdara npoH3BoacTBa T'onen no

Analysis performed according ND / Anannz nposeaen mo HJI;

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

Page 1 of 7/ Crp. 1 n37

i:) Test / ITokazaTenn Results / Pe3yabTaThl 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. / Kpyrnsie, niockue Kpyrisle, mnockue TabiaeTky ¢ dackoif,
tabnertku ¢ Hackoii, CBETIO0- CBETJIO-XKENTOr0 1BETa C PaBUPOBKOM
JKEJITOTO LIBETa C TPaBUPOBKO «l» Ha oHOM CTOPOHE.
«l» Ha 0ZIHO}i CTOpOHE.
2 Identification / ITopiuHHoOCTH
Ketorolac / Kemoponax
a) ByuUv/ Complies / CoOTBETCTBYET UV spectra of the test solution and
Y®-cnexktpodoTomeTpus ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnektpsl
HOIJIOIIEHHUs UCTILITYEMOTO PacTBOpa M
pacTBOpa  cTaHmapTHoro  o6pasma
KETOpOJaka TPOMETaMUHa  JOIDKHBI
HMETb MAKCUMYMbI [IpH OAHOH U TOM x€
JUTMHE BOJIHBI (£ 2 HM).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: IlponykT coorBercTByet TpebopanusM HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Ankit ITpoeepeno;, Himesh Kumar | Ono6peno: MeHemxep / PykoBoauTtens
ﬂ C.l/—:’ Manoj Kumar A
—
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.03.2022 Jara: 29.03.2022 Jara: 29.03.2022

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHAKAT AHAJIA3A CTTEaay
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxenpece (keToponak) TabneTky, qucneprupyemsle B oJIocTH pra, 10 Mr
Batch No / : V2200554 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O6nem cepun 36,00,000 Tab
Analytical Report No / : 890001581251 Date of Analysis / 29.03.2022
AHaJIUTHYECKHH oTyeT Ne JaTa aHAJIH3A
Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JdaTa npou3BoacTBa I'open no
Analysis performed according ND / Ananu3 nposeaen mo H/I:
JIII1-004929-011119 (amend Nel from 27.12.2021 / nuamenenue Nel or 27.12.2021)
Page2 of 7/ Crp.2 37

i‘? Test / Tloxasarenn Results / Pe3yabTaThl Specification / Hopma

b) By HPLC/BD2XX

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). / Bpemsa ynepxuBaHus
OCHOBHOTO IHKa Ha XpoMaTorpamme
HCIBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBAThb BpeMeHU
yIoep)KHUBaHHS OCHOBHOTO [HMKa Ha
XpOMaToTrpaMme pacTBOpa
CTaHIAPTHOTO KeToponaka
TpoMeTaMHHa (pa3men
«KondyecTBeHHOE ONpeIeICHHIE).

obpasua

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr cooTBercTByeT TpeboBannsam HJL

Conclusion : APPROVED /
Saknarouenune: OJOBPEHO

Prepared by /
IToarorosneno: Ankit

Checked by /
ITposepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykosoanTesns
. | Manoj Kumar

/

M

-
Reprint Date /

Hara: 29.03.2022

Reprint Date /
Jara: 29.03.2022

Reprint Date /
JHara: 29.03.2022

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



‘..o Dr. Reddy's Laboratories Ltd.
) © e .
Formulation Unit-6
Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Oxempece (keToponak) TabneTku, Aucleprupyemble B MOJIO0CTH pTa, 10 Mr

Batch No / 1 V2200554 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepHH 36,00,000 Tab
Analytical Report No / : 890001581251 Date of Analysis / : 29.03.2022
AHATATHYECKHH oTUeT Ne JlaTa anaad3a

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
Jara npou3BOACTBa TI'onen o

Analysis performed according ND / Ananu3s nposegen no H/JL:
|JITI-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel or 27.12.2021)

Page3 of 7/ Crp.3u3 7

No
No
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroexyanisole / butylhydroxyanisole and 3-
HopaunHOCTE butylhydroxyanisole peaks on the
Oy THATHAPOKCHAHU30JI 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 yAepKHBaHUA
OMKOB  2-OyTHITHApOKCHAaHW3oda M
3-6y THITHAPOKCHAHU30J1a Ha
XpoMaTorpaMmme HCIIBITYEMOTO
pacTBOpa JIOJKHBL COOTBETCTBOBATH
BpeMeHaM yIepXKUBAHHSA MHKOB
2-6yTUNTUAPOKCHAHU30MA 1t
3-6y THITHOPOKCHAHU30I1a Ha
XpoMaTorpaMme pacTBopa
CTaHAApTHOTO obpasua
OYTUNTHAPOKCHAHU30]Ia (paznen
«Copaepxanue
OyTHITHAPOKCHAHU30MA»).

Test / [loxa3aTesnnb Results / PesyabTaTbl Specification / Hopma

4 Average weight / Cpennsis 71.1mg/ 71.1 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr no 72,8 mr (70,0 Mr+ 4,0 %).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJL 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarororneno: Ankit IIposepeno: Himesh Kumar | Ono6peno: Menemxkep / Pykosoauteins

ﬂ Q_}e\__/_:_: Manoj Kumar @g’qﬁ{/
/ i )

Reprint Date / Reprint Date / Reprint Date /
Hata: 29.03.2022 Jarta: 29.03.2022 Jara: 29.03.2022

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Telf : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drredd
CEPTHOUKAT AHAJIU3A Sl Sl
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dkeripecc (keToponak) TabneTKH, AMCTePripyemMble B MOIOCTH pTa, 10 mr
Batch No / : V2200554 Batch Quantity / : 36,00,000 tab/
Cepus Ne O0neM cepuH 36,00,000 Tab
Analytical Report No / : 890001581251 Date of Analysis / 29.03.2022
AnanaTHdecKuil order Ne JaTa anajusa
Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JlaTa Npou3BOACTBA T'onen g0
Analysis performed according ND / Anann3 nposesen no HJT:
JIIT-004929-011119 (amend Nel from 27.12.2021 / n3menenune Nel or 27.12.2021)
Page4 of 7/Crp.4u3 7
[ i.? Test / IlokazaTenb Results / Pe3yJbTaThl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than = 10 %
OnHOPOJHOCTL MACChI 2/20 tablets - not more than = 20 % /
18/20 Tabnetok — He Gonee =10 %
2/20 Tabnerok — He Gonee + 20 %
5 Disintegration time / 17 sec/ 17 cex Not more than 3 min / He Gonee 3 MyH
PacnagaemocThb
6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of
. CisH13NO3°C4H11NO; (ketorolac
Unit-2 / Ta6n-2 100 % tromethamine) in 15 min / He menee
Unit-3 / Ta61-3 98 % 75% (Q)  CisHisNOs*CHiNOs
. (keToponmaka ~ TPOMETAMMH)  4epe3
Unit-4 / Tabn-4 100 % 15 MuH
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 98 %

7 Fineness of Dispersion/
JlucnepcHOCTh

Complies / COOTBETCTBYET

A uniform suspension passing through a
710 um sieve is formed. / O6pasyercd
OHOpOJHAs CYCHEH3Ms, MpoXoAsas
CKBO3b CHTO C pasMepoM OTBEpCTHH
710 MKM.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

[Tpnmeuanue: [IpoayKT COOTBETCTEYET tpeGoBanmnaM HJL

Zakaouenne: OJJOBPEHO

Prepared by /
[Moarotosneno: Ankit

/B

Checked by /
Tposepero: Himesh Kumar

a

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBonurenb

Manoj Kumar
L

—

Reprint Date /
Jara: 29.03.2022

Reprint Date /
Jara: 29.03.2022

Reprint Date /
Jlata: 29.03.2022

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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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

CEPTUDPUKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Tpoaykr: Keropon™ Dkernpece (keToponak) TaGNeTKH, AUCTIEPrHpYEMBIE B TONIOCTH pTa, 10 Mr
Batch No / : V2200554 Batch Quantity / : 36,00,000 tab/
Cepus Ne O6beM cepliH 36,00,000 Tab
Analytical Report No / : 890001581251 Date of Analysis / 29.03.2022
AHAJHTHYECKHH oTyeT Ne JlaTa anayigsa
Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JlaTa npon3BOACTBA T'ogen mo
Analysis performed according ND / Anajiu3 npoBeJeH 1o HA:
JII-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel or 27.12.2021) ]

PageSof 7/ Cip.5m3 7

F;

Related impurities / PoncTBeHHbI€ IPUMECH

1-rugpokcHaHaior

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %)/
Huke npenena obuapyxenus (10 =

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

KETOpOJIAKa 0.0010 %)
ketorolac 1-keto analog/ 0.03 % Not more than 0.5 % / He 6oinee 0,5 %
1-KeToaHaIoT KeTopoaka
Any unidentified impurity / 0.03% Not more than 0.5 % / He Gonee 0,5 %
eIMHAYHAs
HeUAEeHTH(PULIMPOBaHHAS
NpUMeCh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit

9 Water / Boaa 2.1% Not more than 7.0% w/w /

He 6ouee 7,0 %

10 Residual solvents by GC/ OcTaToyHble OPraHi4ecKne pacTBOPHTETH

Isopropyl alcohol /
HzonponaHon

3 pg/tab/
3 MKT B TaOlIeTKE

Not more than 350 pg/tab /
He 60osee 350 MKT B TabneTKe

Remarks : The Product conforms to ND/
[Tpumeqanne: [IpotyKT COOTBETCTBYET tpeGosaHram HJI

Conclusion : APPROVED /
3amouenne: OJOBPEHO

Prepared by /
Ioxroroeneno: Ankit

=

Checked by /
IMposepero: Himesh Kumar

—

(H_;.L/—\A‘

Approved by: Manager/Executive th
Ono6peno: MeHemkep / PykoBoauTeNb

Manoj Kumar

Reprint Date /

TNata: 29.03.2022

Reprint Date /
Jara: 29.03.2022

Reprint Date /
Jara: 29.03.2022

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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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

CEPTUDOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpece (keToponak) TabneTky, IMCIEPrupyeMble B OJOCTH PTa, 10 mMr

Batch No / : V2200554 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bemM cepin 36,00,000 Tab
Analytical Report No / : 890001581251 Date of Analysis / 29.03.2022
AHaIHTHYECKHI oT4eT N2 JlaTa aHann3a

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jara mpoH3BOACTBA Toxen oo

Analysis performed according ND / Ananns nposeaen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / u3ameHenne Nel or 27.12.2021)

Page 6 of 7/ Crp. 6 m3 7

11 | Microbial enumeration tests / MuxpoGHosioruvueckast yucrora*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obmee 9ucio Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MHKPO-
OpraHU3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Ob1mee Menee 10 KOE/r He 6onee 100 KOE/r
YHCJIO OPONOKEBBIX U
TUIECHEBBIX TPHOOB
c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OtcyrctBYeTB 1 T OtcyrctBUE B 1 T
12 Uniformity of dosage units / 4.5 Acceptance value (AV) not more than
OaHopoaHOCTH 15.0 / [lpuemouHoe 3HaueHue (AV) He
[O3UPOBAHUSA oouee 15,0.
13 Assay / KoninuecTBeHHOE 10.1 mg/ 10.1 mr From 90mg to 11.0mg of
ompenesieHue (100.5 %) CisH13NO3*C4H1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 Mr
go 11,0mr  CisHisNO3*C4H1NO;
(xeToponaka TpoMeraMuH) (o1 90,0 mo
110,0 % OT 3aBJIEHHOT0 KOJIMIECTBA) B
Tabnerke
14 | Butylhydroxyanisole 0.0981 mg/tab / Not less than 0.042 mg/tab /
content / Coxepxanue 0.0981 mr B TabseTke He menee 0,042 mr B TabneTke
OyTHJITHAPOKCHAHU301a

Remarks : The Product conforms to ND/
[Mpumeuanue: [TpoaykT cooTBeTCTBYET Tpebopanuam HJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMoarotosnexo: Ankit

A

Checked by /
Iposepeno: Himesh Kumar

Approved by: Manager/Executive /
Ono6pero: Menemxep / PykoBosntesb

Manoj Kumar e

Reprint Date /
Hara: 29.03.2022

Reprint Date /
Hara: 29.03.2022

Reprint Date /
Hara: 29.03.2022

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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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

CEPTUOPHUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxrt: Keropon® Skenpece (keToposiak) TableTku, JUcieprupyemsle B NI0JNOCTH pTa, 10 Mr

Batch No / : V2200554 Batch Quantity / : 36,00,000 tab /
Cepus Neo O6beM cepHH 36,00,000 Tab
Analytical Report No / : 890001581251 Date of Analysis / : 29.03.2022
AHAIHTHYECKHH 0TUeT No JlaTa anannza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JlaTa mpon3BoacTBa TI'onen o

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

Page7of 7/Crp. Tuz 7

15 | Package/ YnakoBka 10 tablets in a blister of | 10 tablets ina blister of (PA/AL/PE with
(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. / Ilo 10
information leaflet in a carton | Ta6nerox B 6nuctepe u3 (IIA/AJI/IID ¢
pack. / Tlo 10 Trabnerok B | Biaaromornoturenem/II3BII) donern //
6mucrepe w3 (MMA/AJVIID ¢ | (ITO/AJI) doneru. Ilo 1 nnwm 2 6nuctepa
BrnaronorioTutenem/IIIBII) C HMHCTPYKIMEH 10 IPUMEHEHHIO B
donsru // (II2/AJ]) donbru. [lo | Nadky KapTOHHYIO.
2 6auctepa ¢ MHCTPYKUMEHR Mo
pUMEHEHHIO B navKy
KapTOHHYIO.

16 Labeling / MapxupoBka According to ND / B cootBerctBuu ¢ HJI,

17 | Storage conditions/ Below 25 °C. / ITpu Temnepatype He Bbiie 25 °C.

XpaHenue
18 | Shelf life / Cpox rognocTH 2 years / 2 rozia

* 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.

* TIpu BoINyCKe JIEKAPCTBEHHOT0 NpenapaTa KOHTPOJIb KAa4eCTBA 10 M0KA3ATe/ 10
«MHKPOGHOJIOrHYecKasi YHCTOTA) MPOBOAMTCH ISl KaxKuok 20-0if cepuH, HJIH JJIfl OAHOM CEPHH B rof,
B 3aBHCHMOCTH OT TOr0, YTO HACTYIHT PAHbIIE.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [TpoaykT cooreTcTBYET TpeboBanuam HJT 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ankit Iposepeno: Himesh Kumar | Oxpobpeno: Menemxep / Pykosoaurenb
.\ __——= | Manoj Kumar /

/p?/ —J S
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.03.2022 Jara: 29.03.2022 Jara: 29.03.2022

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: mai!@drreddys.com
CIN: L85195AP1984PiLC0O04507
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