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Dr.Reddy’s Q;-

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A
Tel : 491 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dkenpece (keToponak) TableTkH, AMCIeprupyemsie B ojiocTH pra, 10 Mr

Batch No / : V2300071 Batch Quantity / : 36,00,000 tab /
Cepust Ne O0nem cepun 36,00,000 Tab
Analytical Report No / : 890001639458 Date of Analysis / : 17.01.2023
Anajgutnyeckuii oryeT Ne JlaTa anann3a

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
JaTa npou3BoacTBa T'oxgen oo

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

Pagel of 7/Crp. 1 m37

Y ®-cnexTpodoToMeTpuUs

No . .
No Test / IlokasaTesnb Results / PesyabTaThl 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. / Kpyrnsle, ruockue Kpyrisie, nockue TabneTku ¢ dackoti,
TabeTKH ¢ Backoii, CBETIIO- CBETJIO-XKENTOTO LBETA C I'PaBHPOBKOMN
KEJITOro BETa C rpaBUPOBKOMH «l» Ha OZTHOI CTOPOHE.
«l» Ha OIHOH CTOPOHE.
2 Identification / lloanuHHOCTH
Ketorolac / Kemoponak
a) ByUV/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac tromethamine standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
NOJIOMEHH HCIBITYEMOrO pacTBopa U
pactBopa  CTaHIapTHOro  obpasua
KeToposjiaka TpPOMETaMHHA  JOJIKHBI
HMETb MAaKCHUMYMBI IIPH OHOM U TOH Xe
IUTFHE BOJTHBI (£ 2 HM).

Remarks: The Product conforms to ND/
 ITpumeuanue: IponykT coorseTcTByeT TpeOoBanuam HJI

Conclusion: APPROVED /
3akarwuenne: OJOBPEHO

Hata: 17.01.2023

Hara: 17.01.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotornexo: Shivani Devi IMposepeno: Ramakant , Ono6peno: Menemxep / Pyxoaom-r}renb
7 QAT Manoj kumar £
AJ 8@&_\@% 1oj ¥ 1)41_&(4
Reprint Date / Reprint Date / Reprint Date /

Jara: 17.01.2023

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@d:reddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUPHNKAT 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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon® Skenpecc (keToposak) TabNeTKH, AUCTIEPrUpyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2300071 Batch Quantity / : 36,00,000 tab/
Cepusa Ne Q0bem cepHH 36,00,000 Tab
Analytical Report No / : 890001639458 Date of Analysis / 17.01.2023
AnajnTHYecknii oTuer Ne Jara anaamnza

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
JlaTta nponsBoacTea TI'ogen o

Analysis performed according ND / Ananu3 npoBegen no HJ/L:
JII1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel or 27.12.2021)

Page2 of 7/ Cap. 2 u3 7

No

Test / I[Toka3arennb
No

Results / PesyabTaThl

Specification / Hopma

b) By HPLC / BXX

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). / DBpems yaepxuBaHMA

OCHOBHOTO IIHKa Ha XpoMaTrorpamMme

HUCOBITYEMOIO  pacTsBopa  IOJDKHO
COOTBETCTBOBATH BpPEMEHU
yYIOepKUBaHHUA OCHOBHOIO IIMKa Ha
XpomarorpaMmme pacTBopa
CTaHJapTHOro ofpasua KeTopoJiaka
TpoMeTaMHuHa (paszen

«Konn4yecTBeHHOE ONpEHENEeHHE).

Remarks: The Product conforms to ND/
ITpumeuanue: IlpoaykT cooTBeTcTBYET TpeOOoBaHMAM HJI

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IMoaroroeneno: Shivani Devi

Checked by /
IIpoeepeno: Ramakant

&W, (Ll{‘i‘

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoantens
Manoj kumar .- M@L

M
Reprint Date /
Hara: 17.01.2023

Reprint Date /
Jlara: 17.01.2023

Reprint Date /
Jara: 17.01.2023

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
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De
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CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
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[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Dxenpecc (keToponak) TabieTky, AHCIEPripyeMbie B TIOJIOCTH pTa, 10 Mr

Batch No / : V2300071 Batch Quantity / :+ 36,00,000 tab /
Cepus Ne O6bem cepHu 36.00,000 Tab
Analytical Report No / : 890001639458 Date of Analysis / : 17.01.2023
AnanuTHyeckHii oryer No JlaTa anaansa

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
Jara npon3soacTBa TI'ogen oo

Analysis performed according ND / Ananns nposeaen no H/L:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3smenenune Nel ot 27.12.2021)

Page3of 7/Crp.3u3 7

No
Ne
3 Identification Complies / CoOoTBETCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoanuHHOCTH butylhydroxyanisole peaks on the
Gy THATHAPOKCHAHH30JI 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 yaepKHBaHHS
OMKOB 2-OyTWITHOPOKCHAaHH30JIA H
3-GyTWIrHIPOKCUAHHU30J1a Ha
XpOMaTOTrpaMmme UCTIBITYEMOTO
pacTBopa AOJDKHBl COOTBETCTBOBATH
BpeMeHaM YAEpKUBAHHS MHKOB
2-6yTHITrHAPOKCHAHH30/1a u
3-6yTIIrMAPOKCUAaHU301a Ha
XpOMaTorpaMMme pacTBopa
CTaHOapTHOTO obpasua
OyTHIrUIPOKCHAHU30.1a (pa3nen
«Copepixaline
OyTHITHAPOKCHAHU30MIA»).

Test / [TokazaTeJb Results / PesynbTaThbl Specification / Hopma

4 Average weight / Cpenunssi 69.1 mg/ 69.1 mr 67.2 mgto 72.8 mg (70.0 mg + 4.0 %)./
Macca OT167,2 Mr oo 72,8 mMr (70,0 Mr+4,0 %).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Mpumeuatue: [Ipoaykt cooTBeTCTBYET Tpebosanuam HJ 3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Tonarotoeneno: Shivani Devi [Mposepeno: Ramakant Onobpeno: MeHemxkep / PykoBoguTenb

bt

Reprint Date / Reprint Date / Reprint Date /
Jara: 17.01.2023 Jlata: 17.01.2023 JHara: 17.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, 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

CEPTUDOUKAT AHAJIU3A

www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dxenpecc (keToponak) TabeTkH, AHCNIeprupyembie B Mo10CTH pTa, 10 mr

Batch No / : V2300071 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001639458 Date of Analysis / 17.01.2023
AHaauTHYecKHil oTIeT Ne JlaTa anannza

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
JaTta npon3BoacTBa T'onen oo

Analysis performed according ND / Ananns nposegen mo HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page4 of 7/Crp. 4 u3 7

1}:’ Test / [Toxazarennb Results / PesynabTaTsl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OaHOPOAHOCTH MACCHI 2/20 tablets - not more than + 20 % /

18/20 Tabnetox — He 6onee =10 %
2/20 tabneTtok — He 6osee = 20 %

5 Disintegration time / 17 sec /17 cex Not more than 3 min / He 6osee 3 Mun
Pacnapaemoctnb

6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 97 % Not less than 75% (Q) of

. Ci1sH13NO3C4H 1 NO3 (ketorolac
Unit-2 / Tabn-2 97% tromethamine) in 15 min / He menee
Unit-3 / Ta6bn-3 97% 75% (Q  CisHisNO3*C4Hi1NO3

. . (xeToponaka  TPOMETaMKH)  4Yepes3
Unit-4 / Tabx-4 101% 15 MuH
Unit-5 / Tabn-5 100%

Unit-6 / Tabn-6 99%

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

JucnepcHocTh 710 um sieve is formed. / O6pasyeTca
OJIHOPOJHAsl CYCIIEH3Ms, INPOXOAAIIAsn
CKBO3b CHTO C pPa3MepoM OTBEPCTHH
710 MKM.

Remarks: The Product conforms to ND/
Ipumeuanue: [Ipoaykr cooTpeTcTBYeT TpeboBanusam HJJ

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Jara: 17.01.2023

Jara: 17.01.2023

Prepared by / Checked by / Approved by: Manager/Executive /
TToarotorneno: Shivani Devi IMpoeepeHo: Ramakant Opnobpeno: Menemxep/ PykoBoauresb

Ar" | " w Manoj kumar Ko e
Reprint Date / Reprint Date / Reprint Date /

Jara: 17.01.2023

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: L85195AP1984PLCO04507

www.drreddys.com



Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPHKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpecc (keToposak) TabNeTKH, AUCTIEprHpyeMbIe B MONOCTH pTa, 10 Mr

Batch No / : V2300071 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6wbem cepHll 36,00,000 Tab
Analytical Report No / : 890001639458 Date of Analysis / 17.01.2023
AHanuTHYecKHi oTyeT No Jara ananusa

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
JlaTa npoH3BOACTBA T'onen no

Analysis performed according ND / Ananuns nposeaen o H/L:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page 5 of 7/ Crp. Su3z 7

8 Related impurities / PoacTBeHHbIe npUMecH

ketorolac 1-hydroxy analog /
1-rupoKcHaHaor
KeTopoJiaka

Below limit of detection (LOD =
0.0010 %) / Huxe npezaena
obuapysxenus (10 = 0.0010%)

ketorolac 1-keto analog/

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

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

1-KeToaHaJIoT KeTopoiaka 0.03%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIUHUYHag 0.05%
HEeHASHTHHUIYPOBaHHASA
npuMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npuMeceit
9 Water / Bonga 2.2% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4HbI¢ OPraHu4ecKHe pacTBOPUTETH

Isopropyl alcohol /
H3zonponaHon

7 pg/tab / 7 Mxr B TabneTke

Not more than 350 pg/tab /
He 6onee 350 mkr B TabieTke

Remarks: The Product conforms to ND/
IMpumeuanue: IIpoaykr coorercTByeT TpeboBanuam H/L

Conclusion: APPROVED /
Zaxmwuenue: OJOBPEHO

Prepared by /
IMoarorosneno: Shivani Devi

Checked by /
Iposepero: Ramakant

Approved by: Manager/Executive /
Opnobpeno: Menerxep / PyxonongTenb

Manoj kumar hﬁi‘ﬁ"’
[ L7y

b
Reprint Date /
Jara: 17.01.2023

Reprint Date /
Jara: 17.01.2023

Reprint Date /
Jara: 17.01.2023

Regictered 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

CERTIFICATE OF ANALYSIS Tl : +9198166 56001-02

CEPTHUOHNKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon® Dkcnpecc (keToponak) TabieTky, AUCTIEPrUPYEMBIE B MOJIOCTH pTa, 10 Mr

Batch No / : V2300071 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepuu 36,00,000 Tab
Analytical Report No / : 890001639458 Date of Analysis / : 17.01.2023
AnanuTHdyecknii oryer Ne Jdara anaausa

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
Jarta nponsBojcTBa I'onen o

Analysis performed according ND / Ananu3s nposesen no HJI;

JI11-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)

Page 6of 7/Crp. 6 u3 7

11 | Microbial enumeration tests / MuxpoGuosioruyeckast Yyucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61ee uucno He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g/
and moulds count / Obuiee He 6onee 100 KOE/r
YHCIIO IPOMNOKEBBIX U
TUIECHEBBLIX rpuboB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBHe B 1 T
12 Uniformity of dosage units / 2.1 Acceptance value (AV) not more than
OaHopoaHOCTB 15.0 / IIpuemouHoe 3Ha4yeHue (AV) He
N03UPOBaHMS Gonee 15,0.
13 Assay / KosinuecTBeHHOE 9.7mg/9.7 mr From 9.0mg to 11.0 mg of
onpenesieHHe (97.5%) CisH13NO3*CsH; 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr g0
1 1,0 Mr C15H13N03'C4H1 1NO3
(xeroponaka TpomeramuH) (ot 90,0 nmo
110,0 % oT RasrRUIEHHOTO KOMHYECTRA) R
TabneTke
14 | Butylhydroxyanisole 0.0964 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0964 mr B Tabnerke He menee 0,042 mr B Tabnetke
Oy THIITHAPOKCHAHH30J1a

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeyanue: Ilpoaykr cootBeTcTBYeT TpeboBanusam HJL 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Shivani Devi IIposepeno: nakant OnobpeHo: Menemxep / Pyxoeoiljrrem
/ | ) . -

/3 ' wulll }Q/ _ Manoj kumar g @_‘-_Lf,../
Reprint Date / Reprint Date / Reprint Date /
Jara: 17.01.2023 Jara: 17.01.2023 Hara: 17.01.2023

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.ccm

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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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

CEPTHO®UKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Ketopon® Dkcnpecc (keToponak) TabieTky, ucneprupyemble B Moj10cTH pTa, 10 mr

Batch No / : V2300071 Batch Quantity / : 36,00,000 tab /
Cepusa Ne Oobbem cepun 36,00,000 tab
Analytical Report No / : 890001639458 Date of Analysis / 17.01.2023
AnannTHYecKHi oTuer Ne Jara ananusa

Date of Manufacture / : DEC.2022 Date of Expiry/ NOV.2024
Jara nponsBoacrea I'ogen xo

Analysis performed according ND / Ananus nposeaen nmo HJI:

JI1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 7of 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. / [To 10 Tabnerok B
information leaflet in a carton | Gnucrepe u3 (IMA/AJI/TID c
pack. / Tlo 10 Tabnerox B | Brnaromornotutenem/IIOBII) doneru //
Gmacrepe u3  (ITA/AJVIID ¢ | (ITD/AJI) doneru. Mo 1 umu 2 6aucTepa ©
Baaronornoturenem/[15BIT) MHCTPYKUMEA M0 MPHMEHEHHIO B Navyky
¢onwru // (IID/AJT) doneru. [To | xapToHHYyIO.

2 bnucrepa ¢ MHCTpYKUMEH Mo
NpHMEHEeHHIO B nayky
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootBeTcTBUM ¢ H]J
17 | Storage conditions / Below 25 °C. / I1pu Temneparype He Boite 25 °C,
XpaneHnue
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.

* Ilpu BbIMyCKe JIEKAPCTBEHHOIO Mpenapara KOHTPOo/Ib Ka4ecTBAa N0 MOKA3aTe o
«MukpobuoIOrHYecKasi YHCTOTa» MPOBOAHTCS Aisl Kaxoii 20-0ii cepun, WM AUl OAHOH CepHH B rox,
B 3ABHCHMOCTH OT TOI'0, YTO HACTYNHT paHbIIIe,

Conclusion: APPROVED /
3axmouenue: OJIOBPEHO

Remarks: The Product conforms to ND/
[pumeuanue: IIpoaykr cooTBercTyeT TpeGopanusam HJT

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

IToarororneno: Shivani Devi IIposepeno: Ramakant Onobpeno: Menemxep / Pykosoguress
» T e /L L Manoj kumar m\l’@i

Reprint Date / Reprint Date / Reprint Date /

Hara: 17.01.2023 Hara: 17.01.2023 Jara: 17.01.2023

Registered Office: 8-2-337, Ruad 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



