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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

CEPTUOHUKAT AHAJIMA3A

www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Okenpece (ketoposak) TabneTku, Ancrieprupyemble B onocTy pra, 10 mr

Batch No / : V2300069 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O0bem cepHi 36,00,000 Tab
Analyfical Report No / : 890001638829 Date of Analysis / : 14.01.2023
AnaguTHIECKHE oTaer Ne Jata apannsa

Date of Manufacture / : DEC.2022 Date of Expiry / + NOV.2024
Jdara npoH3BOACTBA TI'open Ao

Analysis performed according ND / Ananus nposegen no HJI:
JIT-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel ot 27.12.2021)

Pagel of 7/ Crp. 113 7

No

N Test / ITokazaTenn

Results / PesynbTaTh!

Specification / Hopma

1 Description / OnucaHue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnsie, rwiockue
TabneTkH ¢ Qackoli, CReTIO-
XKEJITOTO IBETA C TPaBUPOBKOIA
«l» Ha OXHOH CTOpOHE.

with "[" debossed on one side. /
Kpyrawie, mnockue TabneTky ¢ dpackoii,
CBETJIO-XKEJNTOTO LBETa C IPaBUPOBKOi
«l» Ha OTHOW CTOpOHE.

Light yellow round flat beveled tablets |

2 Identification / IToanuuHocTL

Ketorolac / Kemoponax

a) Byuv/
V®-cnekrpodoToMeTpUsL

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnextpsl
TMOIJIOILEHUs HCIBITYEMOTO PacTBOPa H
pacTBopa  cTaHgapTHoro  obpasiia
KeTOpoJiaka TpOMETaMHHA  JOJIKHBI
UMMETh MAaKCHMYMBI [IPH OHOH W TOM e
JIfIUHE BOJIHEL (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: Ilponykt coorBercTBYeT TpeboBanuam HJT

Conclusion: APPROVED /
3akmrouenne: ONIOBPEHO

Pf'epared by /
Iloaroroeneno: Pravesh Rana

A

Clietked Ly /
ITposepeno: Pardeep Kumar

. .

Approved Uy. Maiager/Taceulive /

Onoebpeno: Menemxep / PykosoauTens
Kusum Lata &/

Reprint Date /
JHara: 14.01.2023

Reprint Date /
Jlarta: 14.01.2023

Reprint Date /
Hata: 14.01.2023

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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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
CEPTH®HKAT AHAJH3A  www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon™ Skenpecc (keToponak) TaGAeTKH, ANCHEPrHPYCMbIE B [TONIOCTH Pid, 10 Mr

Jara mpoH3BOACTBA

Batch No / : V2300069 Batch Quantity / : 36,00,000 tab /

Cepnst Ne O0beM cepHE 36,00,000 Ta6
'|Analytical Report No / : 890001638829 Date of Analysis / + 14.01.2023

ApanuTHY9ecKHi oT4eT Ne JlaTa aHamu3a

Date of Manufacture / + DEC.2022 Date of Expiry / : NOV.2024

Topen mo

Analysis performed according ND / Auanus nposeaen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel or 27.12.2021)

Page2 of 7/Crp. 2837

No

Ne Test / [ToxazaTeab

Results / Pe3yasTaThl

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). / Bpemi YyAepKHBaHHA
OCHOBHOTO NHMKAa Ha XpOMaTOTpaMMe
VCIIBITYEMOTO ~ pacTsopa  IOJKHO
COOTBETCTBOBATH BpPEMEHH
yIEpXMBAaHMA OCHOBHOTO IHKa Ha

XpoMarorpaMme pacTeopa
cranfapTHoro ofpasua KeTopoJaka
TpOMETaMKMHa (pazmen

«KonmyecTBeHHOE OTIPEC/ICHHEN).

Remarks: The Product conforms to ND/
Ipumeuanue: [IpoaykT coorsercrByer rpebosanuam HIL

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Mara: 14.01.2023

Jlata: 14.01.2023

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

[Toxrorosneno: Pravesh Rana [poeepeno: Pardeep Kumar Onobpeno: Mesemiep / Pykosoaurens
('L. Kusum Lata —

Reprint Date / Reprint Date / Reprint Date /

Hara: 14.01.2023

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

CIN: L8519§AP1984PLC004507
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

CEPTHOHAKAT AHAJIHA3A

www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpogyxr: Ketopon® Sxenpecc (keToposak) TabneTki, AUCHEprupyeMbie B MONOCTH Pra, 10 mr

Batch No / : V2300069 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6LeM cepun 36,00,000 Tab
Amnalytical Report No / : 890001638829 Date of Analysis / : 14.01.2023
AnajuTHveckuil orger No Hara anann3sa

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
Hara nponspoacTBa Topeu no

Analysis performed according ND / Auanus nposenen o HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page3 of 7/Crp.3u3 7

1}00 Test / [Toka3sarens Results / PesyabTaThbl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
Iloa/IMHHOCTD butylhydroxyanisole peaks on the
Gy THITHAPOKCHAHN30A 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 yHepxuBaHHUA
MUKOB  2-OyTMATMADOKCHAHM30NA H
3-0yTUNrHAPOKCHAHHU30a Ha
XpOMaTorpaMme HCTIBITYEMOTO
pacTBopa JO/XHBI COOTBETCTBOBATH
BpeMEHaM yHaep>KHBaHHA ITHKOB
2-6YTWITMAPOKCHAHH30JIA 1
3-0yTWITHAPOKCHAHH30IIa Ha
XpOMaTorpamme pacTBopa
CTaHapTHOTO obpasiua
OYTHWITdAPOKCHAHU301a (pasnen
«CogaepxaHne

6YTHITHAPOKCHAHH301a»).

4 Average weight / Cpeansis
Macea

69.4 mg/ 69.4 Mr

67.2 mg to 72.8 mg (70.0 mg 4.0 %)./
O167,2 Mr 10 72,8 Mr (70,0 Mr£ 4,0 %).

Remarks: The Product conforms to ND/
[Tpumecuasue: [ponyxr coorsercrayer Tpebosanusm HII

Conclusion: APPROVED /
3axaiouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Pravesh Rana

éf

Checked by /
IMposepeno: Pardeep Kumar

Approved by. Magager/Tacculive /
Onobpeno: Menempkep,/ Pykosoaurens
Kusum Lata ;i

Reprint Date /
Hara: 14.01.2023

Reprint Date /
Hara: 14.01.2023

Reprint Date /
Iara: 14.01.2023

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: 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

CEPTUOHKAT AHAJIH3A

www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxt: Ketopon™ Dxenpece (xeroposiak) Tabnerku,

AMCTIENIHPYEMBIE B NoniocTy prd, 10 mr

Batch No / : V2300069 Batch Quantity / : 36,00,000 tab /
Cepun Ne O6beM cepuH 36,00,000 Tab
Analytical Report No / : 890001638829 Date of Analysis / : 14.01.2023
AnanuTHyeckHii orueT Ne Jara ananuza

Date of Manufacturc / : DEC.2022 Date of Expiry / NOV.2024
Jara npousBoacTBA Iogen xo

Analysis performed according ND / Ananus nposenes no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menenue Nel ot 27.12.2021)

Paged of 7/Crp. 4 u3 7

1}“0 Test / ITokazaTens Results / PesynbTaTst Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OAHOPOAHOCTH MAcehl 2/20 tablets - not more than + 20 % /

18/20 Tabnetok — we 6Gonee + 10 %
2/20 tabnertox — He Gonee + 20 %
5 Disintegration time / 23 sec /23 cek Not more than 3 min / He 6onee 3 Mun
PacmagaemMocThb
6 Dissolution / PacTBopenue Unit-1/ Tab6n-1 97 % Not less than 75% (Q) of
. C1sH13NO3+CsH;1 1 NO3 (ketorolac
Unit-2 / Tabn-2 e tromethamine) in 15 min / He menee
Unit-3 / Tabn-3 94% 75%  (Q)  CisHisNO3*CsH1iNOs
. . (keToponaka  TPOMETAaMHH)  Hepe3
Unit-4 / Tabn-4 95% 15 mun
Unit-5 / Tabn-5 100%
Unit-6 / Ta6n-6 99%

7 Fineness of Dispersion/
JucnepcHocTs

Complies / COOTBETCTBYET

A uniform suspension passing through a
710 pm sieve is formed. / O6pasyeres
OIHOPOMHAs CYCIIEH3HA, NPOXOlAllas
CKBO3b CHTO C pa3MEepoOM OTBEPCTHH
710 MKM.

Remarks: The Product conforms to ND/
Ipumeqasnne: [poaykr coorsercrayet Tpebosanuam HJT

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
INoarorosneHo: Pravesh I’(ana

d

Checked by /
Iposepeno: Pardeep Kumar

| Approved by: Manager/Executive /

Onobpeno: Mesemsep,/ Pyxopoaurens
Kusum Lata N~

Reprint Date /
Hara: 14.01.2023

Reprint Date /
Jara: 14.01.2023

Reprint Date /
Iara: 14.01.2023

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: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3ZA

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
Ipogyxr: Keropon”™ Sxenpece (keToponak) TabneTkH, AHCHEPrUPYEMbIC B T1OJIOCTH PTd, 10 mr

Batch No / + V2300069 Batch Quantity / : 36,00,000 tab /
Cepust Ne O0BeM cepny 36,00,000 Tab
Analytical Report No / : 890001638829 Date of Analysis / : 14.01.2023
AHanaTHYeCKH#H oTueT Ne Jlara aHanu3a

“ |Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
JaTa mpoH3BOACTBA T'omen no

Analysis performed according ND / Ananus nposegen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

PageSof 7/Crp.Sus 7

8 Related impurities / PoacTBeHnble npuMecH

ketorolac 1-hydroxy analog /
1-ruppoxcuananor
KCTOpOJIaKa

Below limit of detection (LOD =
0.0010 %) / Huxe npeaena
o6uapyxenns ([10 = 0.0010%)

ketorolac 1-keto analog/
1-keToaHaJIor KETOpoJlaka

0.04%

Any unidentified impurity /
eNMHUY Hasl
HeUneHTHOUIMPOBaHHAS
MpUMEChH

0.04%

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

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

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

Total impurities /
CymMa npuMeceit

0.1%

Not more than 1.0 % / He 6onee 1,0 %

9 Water / Bopa

2.4%

Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4Hble OPraHu4ecKHe pacTBOPHTENIH

Isopropyl alcohol /
Hzomponason

4 pg/tab / 4 Mxr B TabneTke

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

Remarks: The Product conforms to ND/
Ipumeuanue: [ponykT cootsercrByeT Tpebosanusam HJT

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Hara: 14.01.2023

Hara: 14.01.2023

Prepared by / Checked by / Appraved hy: Manager/Executive /
IogrorosneHo: Pravesh }}ana Ipoeepero: Pardeep Kumar Ono6peno: Menemwxkep / Pykosoaurensb
7 K Lat -
L . usum Lata P
Reprint Date / Reprint Date / Reprint Date /

Hara: 14.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 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:+91 98166 56001-02

CEPTUOHUKAT AHAJIM3A  www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpogyxr: Ketopon™ Skenpece (keroponak) Tabnerky, AHcHeprapyemblie B IOJIOCTH pTa, 10 mr

Batch No / : V2300069 Batch Quantity / : 36,00,000 tab /

Cepun Ne O6beM cepun 36,00,000 Tab

Analytical Report No / : 890001638829 Date of Analysis / : 14.01.2023

AnagnTHYecKH# oT4der No JaTa anaguza

Date of Manufacture / - : DEC.2022 Date of Expiry / :- NOV.2024
|daTa npou3BoACTBA Tomen po

Analysis performed according ND / Auanus nposenen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel or 27.12.2021)

Page 6 of 7/ Cxp. 6 3 7

11 | Microbial enumeration tests / Mukpo6Honoruueckas uucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obiee ynucno He 6onee 1000 KOE/r
a3pO6HbIX MUKPO-
OPraHH3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obmee He 6onee 100 KOE/r
YHCJIO APOXOKEBEIX
IUIECHEBBIX TpHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBHe B 1 T
12 | Uniformity of dosage units / 2.8 Acceptance value (AV) not more than
OagHOpoAHOCTH 15.0 / Tlpuemounoe 3HaueHue (AV) He
J03HPOBAHUS 6onee 15,0.
13 Assay / KonudecTBeHHoOe 9.8mg/9.8 Mr From 9.0 mg to 11.0 mg of
onpeaesieHHe (97.8%) CisH13NO3+C4H; (NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the lahel ¢laim) per a tahlet / O 9.0 Mr an
11,0 Mr CsH13NO3C4H | NOs
(xetoponaka tpomeramuH) (ot 90,0 mo
110,0 % oT 3ajgBJICHHOTO KOMHMYECTBA) B
TabneTke
14 | Butylhydroxyanmisole 0.0972 mg/tab / Not less than 0.042 mg/tab /
content / CopgepxaHue 0.0972 Mr B Tabnerke He menee 0,042 mMr B Tabnetke
OyTHATUAPOKCHAHH30M2

Remarks: The Product conforms to ND/
Ipumeuanne: [IpogykTt cooTeeTcTBYET TpeboBanmam HJT

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by /
Ionroroenexo: Pravesh,Rana IIposepeno: Pardeep Kumar

Q‘E"‘:

Approved by: Manager/Executive /
Onobpeno: Menenxep / PykoBogurensb
Kusum Lata 5

Reprint Date / Reprint Date /
Hara: 14.01.2023 Hara: 14.01.2023

Reprint Date /
Jara: 14.01.2023

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: L85195AP1984PLC004507
www.drreddys.com




‘.o Dr. Reddy's Laboratories Ltd.

' ! *® 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
CEPTUPUKAT AHAJIM3A  www.drreddys.com

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

Iponyxr: Keropon® Sxenpece (ketoposak) TabieTku, AMCHeprupyemsie B 11onoctd pra, 10 mr
Batch No / : V2300069 Batch Quantity / : 36,00,000 tab /
Cepusi Ne O61eM cepHH 36,00,000 Tab
Analytical Report No / : 890001638829 Date of Analysis / : 14.01.2023
AnanuTHuyeckunit order Ne Jara ananuia

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
Jdara npoussoacTea Tomen 0o

Analysis performed according ND / Ananus nposeaen o HJI: -

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

Page 7 of 7/ Crp. Tn3 7
15 | Package/ YmakoBka 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. / TTo 10 Tabnetok B
information leaflet in a carton | 6nucrepe u3 (ITA/AJITID c
pack. / Tlo 10 Tabnerox B | BaaromormoruteneM/[IOBIT) donbru //
6nucrepe u3  (TIAJATV/IID ¢ | (II3/AJL) doneru. o 1 unu 2 Gaucrepa ¢
BnaronororuTeneM/[13BIT) HHCTPYKUMEH NO NMPUMEHEHHIO B [MAYKy
donern // (I13/AJ]) doneru. [To | kapToHHYIO.
2 6nucrepa ¢ UHCTPYKLWCH IIO

NPUMEHEHHIO B navkKy
KapTOHHYO.

16 | Labeling / Mapkuporka According to ND / B cootetcTBUMM ¢ H]]

17 | Storage conditions / Below 25 °C. / IIpu TeMnepatype He Boile 25 °C.

XpaHeHnue

18 | Shelflife / Cpok rogHocTH 2 years /2 roga

* 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 BBIyCKe JIEKAPCTBEEHHOI0 NPEeNapaTa KOHTPOJIL KaUeCTBA M0 MOKa3aTe o
«MuKpoGHOJIOrHIeCKAS YHCTOTAY MPOBOXHTCA AN Kaxkaoi 20-0if cepun, WIH JAsd OJHO} cepHH B rof,
B 3ABHCHMOCTHM OT TOr0, YTO HACTYNIHT paHbIlie.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumenanue: [ponykr cooTBeTcTBYET Tpebosanuam HIL Zaxmwaenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarororneHo: Pravesh Rana [poeepeno: Pardeep Kumar Ono6peno: Meremxep / PykosoauTent
Kusum Lata Bﬁ,@ =~
Reprint Date / Reprint Date / Reprint Date /
| Mara: 14.01.2023 JaTa: 14.01.2023 Hara: 14.01.2023

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: L85195AP1984PLC004507
www.drreddys.com



