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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

CEPTHO®HKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Skenpece ( KETOoponax) TabjeTKH, AMCreprupyeMble B NONOCTH pra, 10 Mr

—

Batch No / : V2200583 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001581386 Date of Analysis / 29.03.2022
AHauTHYeCKHI oTyeT No JlaTa anasmsa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Hara npounssoacrea TI'ogen oo

Analysis performed according ND / Ananusz nposegen mo HJI: .
JiI1-004929-011119 (amend Nel from 27.12.2021 / uzsmenenne Nel ot 27.12.2021)
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No

Ne Test / TlokasaTenn

Results / PesyabTarTnl

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrisle, mnockue
TabneTkn ¢ dackoii, ceeTo-
XKENTOro LBETA C IPaBUPOBKOiL
«1» Ha ozHOM cTOpOHE.

Light yellow round flat beveled tablets
with "' debossed on one side. /
Kpyrisie, mnockue Tabnetku ¢ packoi,
CBETJIO-XKENTOTO LBETA C TPABHPOBKOI
«!» Ha oxHOI cTOpOHE.

Identification / ogaunnoCTL

Ketorolac / Kemoponax

a) ByUv/

Y ®-cnexrpodoromeTpus

Complies / CooTeeTcTRYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnextper
TIOITIOLEHNUS UCTIBITYEMOTO PAacTBOPa U
pacTBopa  CTamgapTHOro  oGpasla
KETOpOoJlaka TpPOMETaMMHAa  JOJDKHBI
HMMeTh MAKCUMYMBI P OAHOM U TOH ke
IUTHHE BOJIHEI (* 2 HM).

Remarks : The Product conforms to ND/
[Mpumeuanne: IpoaykT cooTBETCTRYET TpebosaHuam HJJ

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
Ilonrorosneno; Ankit

Checked by /
INposepeno: Himesh Kumar

Approved by: Manager/Executive /

Ono6peno; Mel—lemwe} Pykopanurens
Manoj Kumar 7

(A
Reprint Date /

Hara: 29.03.2022

Reprint Date /
Jara: 29.03.2022

Reprint Date /
Hara: 29.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpece (ketoposak) TabieTkH, JMcreprupyemMbie B MOJIOCTH pTa, 10 Mr

Batch No / 1 V2200583 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001581386 Date of Analysis / : 29.03.2022
AHajuTHYecKHil oTyeT Ne Jara anaausa

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JaTa npoM3BOACTBA TI'ogen no

Analysis performed according ND / Ananus nposeaen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021 / n3amenenne Nel or 27.12.2021)

Page2 of 7/ Crp. 2 m3 7

No

Ne Test / IlokasaTeab Results / PesyabTaTh! Specification / Hopma

b) By HPLC/B2XX 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
OCHOBHOIO MHKa Ha XpPOMaTOrpaMme
UCOLITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpEeMeHH
yIEpXHMBaHHS OCHOBHOIO IIMKa Ha
XpoMarorpamMme pacTteopa
cTaBgapTHoro ofpasla KeTopoJaka
TpOMeTaMUHa (pazmen
«KOIHMUECTBEHHOE OTIPEJICTICHHUE).

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

[pumeuanue: [IpoaykT cooTseTcTBYeT TpeGoBanusim H/ 3akawyenne: OJOBPEHO

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

[ToarorosneHo: ;’?g‘it ITposepeno: Himesh Kumar | Ono6peno: Menemxkep / PykgpoauTens
X

_ —- | Manoj Kumar
A .

Reprint Date / Reprint Date / Reprint Date /
Hara: 29.03.2022 o q&égnaj;a; 29.03.2Q22. .| /[lara; 29.03.2022
. Tel: +91 40 4900 2900, Fax: +91 40 ;1900 2999,)Emai|: mail@drreédys.coum '

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':'

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dkcnpece (keToposak) TabjeTky, JUCIeprupyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2200583 Batch Quantity / : 36,00,000 tab /
Cepnsa Ne O0BeM cepun 36,00,000 Tab
Analytical Report No / : 890001581386 Date of Analysis / 29.03.2022
AHanuTHYecKHH oTueT Ne Jata ananunza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JaTta npon3BoacTBa Toaen no

Analysis performed according ND / Ananu3 nposeaen mo H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / mamenenue Nel or 27.12.2021)

Page3of 7/Crp.3m3 7

‘NNS Test / IlokasaTenab Results / PesyabTaTsl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IHoanuHHOCTL butylhydroxyanisole peaks on the
Oy THJITHAPOKCHAHHU30J 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). / Bpemena yIaepKHBaHUA
NUKOB  2-OyTHITWAPOKCHAHM30JIa H
3-OyTHIrHApOKCHaHU301Ia Ha
XpoMaTorpaMMme UCTIBITYEMOTO
pactBopa JAOJDKHBl COOTBETCTBOBATH
BpeMeHaM YIEepKUBaHHUA TTIKOB
2-0yTUNrHIpOKCHaHU30JIa U
3-6yTHIrHIPOKCHAaHU30a Ha
XpoMaTorpaMme pacTBopa
CTAHTANTHATA nApazTIA
OYTHUITHAPOKCHAHHU30JIA (paznen
«CopnepxaHue

OyTUATAIPOKCUAHU3ONA).

4 Average weight / Cpegusis
mMacca

70.7 mg/ 70.7 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 mr g0 72,8 mr (70,0 Mr + 4,0 %).

Remarks : The Product conforms to ND/
[Npumeuanue: [IpoaykT cootBeTcTByeT Tpeboanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Ankit IMporepeno: Himesh Kumar Onobpeno: Menemxep / Pykogoaureis
i A —— —. | Manoj Kumar
(£~ a5
Reprint Date / Reprint Date / Reprint Date /

Jara: 29.03.2022

Rogictarad Prfﬂaga;_zgrQ!S‘*%Q%.zﬂ Dninys Lo LY

M2t 29.03,2022

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

CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Okcnpecc (keTtoponak) TabeTKH, AHCMEPrUpyeMble B NOJIOCTH pTa, 10 Mr

Batch No / : V2200583 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepun 36,00,000 Tab
Analytical Report No / : 890001581386 Date of Analysis / 29.03.2022
AHajnuTHYecKMH oTueT Ne JlaTa apanusa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jata npou3BOACTBA T'ogen oo

Analysis performed according ND / Ananu3 nposeaen nmo HJL:
JII1-004929-011119 (amend Nel from 27.12.2021 / usamenenne Nel or 27.12.2021)

Page4 of 7/ Crp. 4 n3 7

1}00 Test / IlokazaTens Results / Pe3yabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OnHopogHOCTL Macchl 2/20 tablets - not more than + 20 % /

18/20 Tabnetok — He Oonee + 10 %
2/20 tabnetok — He 6onee + 20 %
5 Disintegration time / 21 sec/ 21 cex Not more than 3 min / He 6onee 3 Mun
Pacnagaemoctnb
6 Dissolution / PacTrBopenue Unit-1/ Tabn-1 103 % Not less than 75% (Q) of
. C15sH13NO3*C4H | INO;3 (ketorolac
0
Unit-2 / Tabn-2 104 o tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 100 % 75 % Q) CisHisNO;+C4H1NO;
) . (keToponiaka ~ TPOMETaMHH)  4HEpe3
Unit-4 / Tabn-4 100 % 15 MuH
Unit-5 / Tabn-5 101 %
Unit-6 / Taba-6 100 %
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHocts ‘71U pm sieve 1s formed. / Ubpasyercs
OJHOPOIHAs CYCNEH3WA, MPOXOIsas
CKBO3b CUTO C pasMepoM OTBEPCTUH
710 MKM.

Remarks : The Product conforms to ND/
ITpumeuanue: ITpoaykt coorBeTcTRYeT TpeboBanysam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroniero: Ankit I[Tpopeperio; Himesh Kumar | Ono6peno: Menemxep / Pykoegautens
A Cj/ré Manoj Kumar @zﬁz)
t Bt \
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.03.2022 Hara: 29.03.2022 Hata: 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: L85195AF1984PLC0O04507

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

CEPTUOHNKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxr: Keropon® Dkenpece (keToponak) TabieTku, AUCeprapyeMble B NOJI0CTH pra, 10 Mr

Batch No / : V2200583 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001581386 Date of Analysis / 29.03.2022
AHanuTHYecKHii oTueT Ne JlaTa aHaaH3a

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JaTta npou3BoacTBA Tonen go

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

PageSof 7/ Crp.S5m37

8 Related impurities / PoncTBeHHble IpuMecH

1-ruapokcuananor

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /
Huxe npenena obuapyxenus (I10 =

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

KETOpoJIaKa 0.0010 %)
ketorolac 1-keto analog/ 0.02 % Not more than 0.5 % / He 6onee 0,5 %
1-keToaHaNOT KEeTOpOaKa
Any unidentified impurity / 0.04% Not more than 0.5 % / He 6oiee 0,5 %
eIUHHYHASA
HeuaAeHTUHUIMPOBaHHAS
HOpUMeECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMmMma npumeceii

9 Water / Bona 22 % Not more than 7.0% w/w /

He 6osee 7,0 %

10 | Residual solvents by GC/ OcTraTouHble OpraHnyecKHe pacTBOPHTEH

Isopropyl alcohol /
H3onponanon

4 pgftab /
4 MKT B TabJeTke

Not more than 350 pg/tab /
He 6onee 350 Mxr B TabJeTKe

Remarks : The Product conforms to ND/
ITpumeyanue: IIpoaykt cooreercTByeT TpeboBaHusiM HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

JHara: 29.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarororneno: Ankit Ipoeepeno: Himesh Kumar | Opo6peno: Mernemxkep / Pykosoairens
»“ -~ ,—. | Manoj Kumar e, .
CA/ N . { Ly .
Reprint Date / Reprint Date / Reprint Date /

JlaTa: 29.03.2022

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: 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 AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkcnpece (ketoposiak) TabneTky, AUCHeprupyeMble B MOJOCTH pTa, 10 Mr

Batch No / : V2200583 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepun 36,00,000 Tab
Analytical Report No / : 890001581386 Date of Analysis / 29.03.2022
AHaJHTHYEeCKHH oTueT Ne JlaTa anaauza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jara npon3BogcTBa TI'onen oo

Analysis performed according ND / Ananu3 nposeaen nmo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel or 27.12.2021)

Page 6of 7/ Ctp. 6 m3 7

11 | Microbial enumeration tests / Mukpo6uosoruyeckas yucrora*

a) Total Aerobic Microbial
Count / Obuiee uncio
a3pOOHBIX MUKPO-
OPraHU3MOB

Less than 10 CFU/g /
Megree 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast
and moulds count / O61ee
YKCJIO IPONIKEBBIX U
IUTECHEBBIX IpUbOB

Less than 10 CFU/g /
Memnee 10 KOE/r

Not more than 100 CFU/g /
He 6oxee 100 KOE/r

¢) Escherichia Coli

Absent in 1 gram /
OrcytctByeTB 1T

Shell be absent in 1 gram /
OrcyrctBUE B 1 T

12 Uniformity of dosage units /

3.9

Acceptance value (AV) not more than

onpeaejieHne

Opnopoanocrb 15.0 / TIpueMouHoe 3HaueHue (AV) He
O03HpOBaHUSA 6onee 15,0.
13 Assay / KosiuuecTBeHHO€ 10.0 mg/ 10.0 mr From 90mg to 11.0mg of
(100.4 %) C15H13N03‘C4H11NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
o 11,0 MI C15H13NO3'C4H11NO3
(ketoponaka TpomeramuH) (ot 90,0 1o
110,0 % OT 3asBJICHHOTO KOJIMIECTBA) B
TabneTke

14 | Butylhydroxyanisole
content / ConepxxaHue
Oy THJITHAPOKCHAHU30J1a

0.1001 mg/tab /
0.1001 Mr B Tabnetke

Not less than 0.042 mg/tab /
He Mmenee 0,042 Mr B TabneTke

Remarks : The Product conforms to ND/
[Tpumeuanue: IlpoaykT cooTBercTByeT Tpeboanusm HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoarorosneso: Ankit

(b

Checked by /
Ipoeepeno: Himesh Kumar

1

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoautenb
~—. | Manoj Kumar

et ted —

Reprint Date /
[Hara: 29.03.2022

Reprint Date /
Jarta: 29.03.2022

Reprint Date /
Jata: 29.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 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 983166 56001-02

CEPTHO®MUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Ketopon® Sxcnpecc (keToponak) Tab/IeTKy, JUCIEPrHpYEeMble B MOJIOCTH pTa, 10 mr

Batch No / : V2200583 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O0BeM cepnu 36,00,000 Tab
Analytical Report No / : 890001581386 Date of Analysis / 29.03.2022
AHajgaTHYeCKHH oT4yeT Ne JaTa anaansa

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JlaTa mpou3BOACTBA T'onen a0

Analysis performed according ND / Auann3 nposenen no H/L:
JIT1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page7of 7/Crp. 7u3 7

15 | Package/ YnakoBKa 10 tablets in a blister of | 10 tablets in ablister 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. / Tlo 10
information leaflet in a carton | Tabnerok B Giauctepe u3 (ITA/AJVIID ¢
pack. / Ilo 10 tabnerok B | Binaromornotutenem/IIOBIT) dombru //
6nuctepe uz  (ITA/AJ/ITD ¢ | (II3/AJT) donsra. [To 1 ynu 2 Gancrepa
praronornorureneM/I13BIT) C HUHCTpYKLMEH 10 MNPHMEHEHHIO B
donwru // (IID/AJT) doneru. Ilo | nauxy KapTOHHYIO.

2 6nuctepa ¢ UHCTPYKLMEH 1o
NPHMEHEHUIO B navyKy
KapTOHHYIO.
16 | Labeling / MapknpoBka According to ND / B cootetcTBuu ¢ HJI
17 | Storage conditions / Below 25 °C. / Ilpu Temniepatype He Bolie 25 °C.
XpaHenne
18 | Shelf life / Cpok rognocTu 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.

* IIpu BbINyCKe JIEKAPCTBEHHOT0 NPeNapaTa KOHTPOJIb Ka4ecTBa Mo MOKA3aTelo
«MHKpOGHOIOrHYECKAs THCTOTA» MPOBOXUTCS AJIA Kak0i 20-0¥ cepun, HIM Il OHOH CepHH B rof,
B 32aBHCHMOCTH OT TOI'0, 4YTO HACTYIHT PaHbIIIE.

Remarks : The Product conforms to ND/

Ipumeyanwe: [IponyKT cooTseTcTBYeT Tpebosarmsam HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IToarorosineno: Ankit

A

Checked by /
IMpoeepeno: Himesh Kumar

iagy ikl

Approved by: Manager/Executive /
Onobpeno: Meremkep / Py‘?BO,ﬂl-[Teﬂb

Manoj Kumar {7
W S

Reprint Date /
Jarta: 29.03.2022

Reprint Date /
Hara: 29.03.2022

Reprint Date /
MMara: 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




