Dr.Reddy’s €&¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPHUKAT AHAJIM3A

www.drreddys.com

Pro duct: Ketorol Express (ketorolac) Orally Disintegrati_n:g Tablets 10 mg
Ilpoiykr: Keropon™ Dkenpecc (keToposiak) TabneTku, Aucneprupyemble B moaocTu pra, 10 mr

Batch No / : V2300665 Batch Quantity / : 36,00,000 tab /
Ceplin Ne Oobbem cepun 36,00,000 Tab
Analytical Report No / : 890001657386 Date of Analysis / 19.04.2023
AnaluTuyeckuii oryer Ne JlaTa anaan3za

Dateof Manufacture / : Mar.2023 Date of Expiry / Feb.2025
Jaranponspoacrsa I'onen ao

Analysis performed according ND / Ananns nposenen no HJI:

JI-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel or 27.12.2021)

Pagelof 7/Crp. 137

No

No Test / [Toxa3aTenan

Results / PesynbTaTsl

Specification / Hopma

1 Description / Onucanune

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrinble, miockue
TabneTKu ¢ packoit, CBETIO-
XKENTOro L{BeTa ¢ rpaBUPOBKOM
«|» Ha oZHOH cTOPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrsible, niockue TabneTku ¢ ¢packoit,
CBETJIO-KEIITOTO LBETa C IPaBHMPOBKOIM
«l» Ha OIHO# CTOpOHE.

2 Identification / ITognuHHOCTH

Ketorolac / Kemoponak

a) ByuUv/

Y®-cnextpodoTomeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnexTpsl
MOTJIOLIEHHSI UCTIBITYEMOTO pacTBopa U
pacTBopa  cTaHaapTHoro  ofpasua
KeTOpojlaka TpOMETaMHHa  JOJDKHBI
HMETh MaKCHUMYMBI IIpY OXHOMN U TOM e
IUTHHE BOJIHEL (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: Ilponykr cooreTcTBYET TpeboBanmam HJI

Conclusion: APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /

IMoarorosneno: Pravesh Rana
'

4

Checked by /
TlpoBepeno: Pardeep Kumar

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

Amit Kumar N\
p=

Reprint Date /
Jara: 19.04.2023

Reprint Date /

Hara: 19.04.2023

Reprint Date /
Hara: 19.04.2023

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.direddys.cuni
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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

CEPTHO®HKAT AHAJTHM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon™ Dxcnpecce (KeTopo/ak) TADNETKH, AHCTIepriHpYEMBbIE B MOJIOCTH PTa, 10 mr

Batch No / : V2300665 Batch Quantity / : 36,00,000 tab /
Cepia Ne O0bem cepuu 36,00,000 Tad
Analytical Report No / : 890001657386 Date of Analysis / : 19.04.2023
AHaluTHYeCKHI oTyeT No Jarta apaansa

Date of Manufacture / : Mar.2023 Date of Expiry / Feb.2025
JaTa npoH3BOACTBA TI'ogen o

Analysis performed according ND / Ananus nposeaen no H/L:
JII-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page 2 of 7/ Crp. 2 u3 7

No

Test / IlokasaTennb
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 ynepxuBaHUsg
OCHOBHOTO IIMKa Ha XpoMaTorpamme
HCTIBITYEMOTO  pacTBopa  JIOJDKHO
COOTBETCTBOBATD BpeMEHH
yIAEpXKUBaHUS OCHOBHOTO INHKa Ha
Xpomarorpamme pacTBOpa
cTannapTHOro obpaslia KeTopoJiaka
TpOMETaMHHa (pa3men

«KonuuecTBeHHOE OnpeaecicHue ))) .

Remarks: The Product conforms to ND/

IIpumeyanue: IIpoayKT cooTBeTCTBYET TpeboBanusam H/T

Conclusion: APPROVED /
Zaxawuenue: OJJOBPEHO

Prepared by /
IMogrorosneno: Pravesh Rana

‘b

Checked by /
ITpoeepeno: Pardeep Kumar

L

—

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

Amit Kumar /Xo:\ \f/

Reprint Date /
Jlata: 19.04.2023

Reprint Date /
JlaTa: 19.04.2023

Reprint Date /
Iara: 19.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 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

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02

CEPTUDUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopoa™ Dkcrnpece (keToposiak) TabaeTKu, AUCeprupyeMble B M0J10CTH pra, 10 mr

Batch No / : V2300665 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6Bem cepun 36,00,000 Tad
Analytical Report No / : 890001657386 Date of Analysis / : 19.04.2023
AnajguTuyeckuii oruer Ne Jara ananunsa

Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2025
Jdara npoussoacTBa I'ogen no

Analysis performed according ND / Ananun3 nposeaen no H/L:

JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page3 of 7/ Crp. 3 m3 7

1}00 Test / [Toxa3aTens Results / Pe3yabTaTsi Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MopnunnocTn butylhydroxyanisole peaks on the
6y THArNIPOKCHAHHN30JI 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 yAepKUBaHUA
NUKOB  2-OyTHITMAPOKCHAHU30MA U
3-OyTUNTHAPOKCHAHU30M1a Ha
XpoMaTorpaMme UCTIBITYEMOTO
pacTBOpa HOJDKHBI COOTBETCTBOBATh
BpEMeHaM yAEPXKUBAHHS MIMKOB
2-6yTUATUAPOKCUAHU30TIa nu
3-0yTWITHAPOKCUAHU30T1a Ha
Xpomarorpamme pacTBOpa
CTaHIapTHOTO obpa3zna
OYTHITHAPOKCHAHH301a (paznmen
«CopaepxaHue
Oy THITHAPOKCHAHU30TIa»).
4 Average weight / Cpegnsis 68.9 mg/ 68.9 Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
Macca Ot167,2Mr g0 72,8 mr (70,0 Mmr+ 4,0 %).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: IIpoaykT cootBeTcTByeT TpedoBanusm HJI 3akawuenune: OJJOSPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Pravesh Rana [Iposepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoaurens
; L Cl/' Amit Kumar /\;\X

Zl : = s =
Reprint Date / Reprint Date / Reprint Date /
Jara: 19.04.2023 Hara: 19.04.2023 Jata: 19.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 29399, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www,drreddvs.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

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon" Dkcnpecc (keToponak) TabaeTkH, JUcneprupyemble B MojocTy pra, 10 mr

Batch No / : V2300665 Batch Quantity / : 36,00,000 tab /
Cepha Ne Oo6bem cepun 36,00,000 Tab
Analytical Report No / : 890001657386 Date of Analysis / 19.04.2023
AHaMUTHYECKHH oTYeT Ne Jara ananusa

Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2025
JaTa nponsBoacTea TI'ogen xo

Analysis performed according ND / Anann3 nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel or 27.12.2021)

Page 4 of 7/ Crp. 4 u3 7

No

Test / [Moka3zaTeb
Ne

Results / PesyabTaThl

Specification / Hopma

Uniformity of weight /
OnHOpPOAHOCTH Maccehl

Complies / CooTBeTCTBYET

18/20 tablets - not more than = 10 %
2/20 tablets - not more than = 20 % /
18/20 Tabnetox — He Oonee + 10 %
2/20 TabneTok — He 6onee = 20 %

5 Disintegration time /

21 sec /21 cex

Not more than 3 min / He 6osiee 3 Mun

Pacnapgaemoctsb
6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 98 % Not less than 75% (Q) of
. C5H13NO3*C4H; 1 NO; (ketorolac
R o
Unit-2 / Ta6n-2 101% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 100% 75%  (Q  CisHisNO3*CsHi1NO;
) . (xeToponaka  TpPOMETaMUH)  depes
Unit-4 / Tabn-4 94% 15 Mun
Unit-5 / Tabn-5 98%
Unit-6 / Tabn-6 103%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHOCTh 710 pm sieve is formed. / O6pasyetcs

OJIHOPOJHAsl CYCHEH3Msl, MpOXOIsIUIas
CKBO3b CHTO C DPa3MEpOM OTBEPCTUI
710 MKM.

Remarks: The Product conforms to ND/

IIpumeuanue: IponykT coorBercTBYET TpeboBaHusam HJI

Conclusion: APPROVED /
3axaouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Pravesh Rana

i

Checked by /
[Tpoeepeno: Pardeep Kumar

s

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

Amit Kumar S\
0y //

Reprint Date /
Jlata: 19.04.2023

Reprint Date /
Hara: 19.04.2023

Reprint Date /
Jlarta: 19.04.2023

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

wuvw.diieddys.cuin




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

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkcnpece (keTopoiak) TabieTkH, AUCTIEprupyemble B nonocTH pra, 10 mr

Batch No / ¢ V2300665 Batch Quantity / : 36,00,000 tab /
Cephia Ne O06beM cepnu 36,00,000 Tab
Analytical Report No / : 890001657386 Date of Analysis / 19.04.2023
AHalluTuyeckuii oTyeT Ne JaTa ananusa

Date of Manufacture / : Mar.2023 Date of Expiry / Feb.2025
Jaranpoussoacrsa TI'ogen oo

Analysis performed according ND / Ananu3 nposeaen no HJI:
JI11-004929-011119 (amend Nel from 27.12.2021 / u3menenune Nel ot 27.12.2021)

Page5of 7/Crp. Suz 7

8 | Related impurities / PoncTBeHHble NPpHMeCH

l-runpoxcuananor
KeTopoJlaKa

ketorolac 1-hydroxy analog /

Below LOQ (LOQ =0.0032%) /
Hmke mpenena  KOMMY4ECTBEHHOTO
onpeaenenus (ITKO = 0.0032 %)

ketorolac 1-keto analog/

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

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

1-KeToaHaIor KETOPONaKa 0.04%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
€IMHUYHAnN 0.03%
HeuJIeHTHRLMpPOBaHHAS
pUMECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CyMMa npumecei
9 Water / Bona 2.7% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouyHble Oprani4yecKue pacTBOpHTENIH

Isopropyl alcohol /
Hzonponanon

4 pg/tab / 4 Mxr B Tabnetke

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

Remarks: The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJL

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /
IToaroroBieHo: Pravesh_Rana

4

Checked by /
[Tpoepeno: Pardeep Kumar

-

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

Amit Kumar /\’y

Reprint Date /
Jara: 19.04.2023

Reprint Date /
Jlata: 19.04.2023

Reprint Date /
JHara: 19.04.2023

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




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

CEPTUDPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dkcnpece (keToposiak) TabneTkH, AUCreprupyemble B MoJiocTyh pra, 10 mr

Batch No / : V2300665 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6wem cepun 36,00,000 Tab
Analytical Report No / : 890001657386 Date of Analysis / 19.04.2023
AHanuTHdecKui oTyer Ne JlaTa aHaau3a

Date of Manufacture / : Mar.2023 Date of Expiry / Feb.2025
Jara npousBoACTBa T'ogen oo

Analysis performed according ND / Ananus nposenen mo HJL:
JIN-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)

Page 6 of 7/ Crp. 6 m3 7

11 | Microbial enumeration tests / Mukpo6Hoaoruieckas Yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61wee yucio He 6onee 1000 KOE/r
a’poBHBIX MUKPO-
OpraHM3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6uiee He 6omnee 100 KOE/r
YHCIIO JPOXIKEBBIX U
IUIECHEBBIX TPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBue B 1 1
12 Uniformity of dosage units / 2.2 Acceptance value (AV) not more than
OaHOpOaAHOCTH 15.0 / llpuemounoe 3Hauenue (AV) He
JI03UPOBAHUSA 6onee 15,0.
13 | Assay/KonuuecTBeHHOE 9.9 mg/99 mMr From 9.0mg to 11.0 mg of
onpeneneHue (98.7 %) CisHi3NO3*C4H1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 10
1 1,0 Mr C15H13NO3°C4H1 |NO3
(xetoponaka tpomeramuH) (ot 90,0 mo
110,0 % oT 3asBJIeHHOr0 KOJIMYECTBa) B
TabneTke
14 | Butylhydroxyanisole 0.0938 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanne 0.0938 mr B TabneTke He Menee 0,042 mr B TabneTke
GyTHAruApoKCcHaHU30/a

Remarks: The Product conforms to ND/
Ipumeuanue: [IpogykT cooTBeTcTBYET Tpebopanusam H/I

Conclusion: APPROVED /
3axiarwuyenne: OJOBPEHO

Prepared by /
IMoarortosneno: Pravesh Rana

"

Checked by /
[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosogurens

Amit Kumar “N\—
i /

Reprint Date /

Hara: 19.04.2023

Reprint Date /
Jara: 19.04.2023

Reprint Date /
Jata: 19.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@ e
Dr. Red dy,s ‘.... 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
Ipoaykr: Ketopon™ Dkcnpecc (keToponak) TabieTkii, AHCnepriupyembie B nonoctu pra, 10 mr

Batch No / : V2300665 Batch Quantity / : 36,00,000 tab /
Cepusg Ne Obbem cepuH 36,00,000 Tad
Analytical Report No / : 890001657386 Date of Analysis / : 19.04.2023
AnaiuTHyeckuii oryeT Ne JlaTra anajaunsza

Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2025
JlaTa npou3BoacTBa T'ogen no

Analysis performed according ND / Anann3s nposeaen nmo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel or 27.12.2021)

Page 7 of 7/ Crp. 7u3 7

15 | Package / YnakoBka 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. / ITo 10 TabneTok B
information leaflet in a carton | Guucrepe n3 (TTA/AJVTID c
pack. / Tlo 10 Tabnerox B | Brmaromornotutenem/II3BIT) donbru //
6aucrepe 3 ([JA/AJVIID ¢ | (TID/AJI) donbru. Ilo 1 wiu 2 6nucrepa ¢
pinaronornorutenaem/[19BIT) WHCTPYKLHKEHN MO NPUMEHEHMIO B MAYKy
donsru // (II3/AJ) doneru. [lo | xapTOHHYIO.

2 6nMcTepa ¢ MHCTpYKLHe# o

NPUMEHEHUIO B navky
KapTOHHYIO.

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

17 | Storage conditions / Below 25 °C. / Tlpu Temniepatype He Bbiwe 25 °C.

XpaHeHue

18 Shelf life / Cpok roanoctu 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.

* [Ipu BHIDYCKeE JEKAPCTBEHHOI0 NMpeNnapara KOHTPOJIb KA4eCTBA M0 N0KA3ATeI0
«Muxpo6HoJI0rHYecKast YHCTOTA» NPOBOAHTCS AN Kaxaol 20-oH cepHH, WM Il OQHO CepHH B rof,
B 3ABHCHMOCTH OT TOI0, YTO HACTYIHT PaHbIIe.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeyanue: Ipoaykt cooTBeTcTBYeT TpeboBanusm HJI 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoarotorneHo: Pravesh Rana IIposepeHo: Pardeep Kumar Ono6peno: Menemxep / Pykosonutens

P J Amit Kumar [&N N—

s ~NT

Reprint Date / Reprint Date / Reprint Date / '
Hara: 19.04.2023 Jlara: 19.04.2023 Jara: 19.04.2023

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. drredays.com



