Dr.Reddy’s Q3¢

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

CEPTHOUKAT AHAJIMU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipodyxr: Ketopon™ Sxenpece (keroponak) tabieTkh, AHCNEPripyeMbie B NOI0CTH pTa, 10 Mr

BatchNo / : V2400410 Batch Quantity / : 3600000 tab /
Ceprin Ne Q0Bem cepuu 3600000 tab
Analytical Report No / : 040002482704 Date of Analysis / : 12.04.2024
AgaJuTHyeckHit oT4deT No JlaTa aHaJH3a

Date of Manufacture / : 03/2024 Date of Expiry / : 0272026
JaTa npon3soacrea TI'omen mo

Analysis performed according ND / Auanms nposeaen o HJI:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 1 of 8/ Crp. 1 u3 8

ﬁ 0 Test / IToka3aTensb Results / Pe3ynsraTsl Specification / Hopma

1 Description / Onucanne Light yellow round flat beveled | T.ight yellow round flat beveled tablets
tablets with "|" debossed on one | with "[" debossed on one side. /
side. / Kpyrasie, muockue | Kpyrnsie, nnockue tabneTku ¢ ackoii,
TabneTkn ¢ ¢ackoif, CBETNO- | CBETIO-KENTOr0 LBETA C IPaBUPOBKOMK
XKENTOro 1BeTa ¢ I'PaBUPOBKOK | «[» Ha OJHOM CTOpPOHE.
«I» Ha oHOH cTOpoHE.

2 Identification / [TopnuHHOCT

Ketorolac / Kemoponax

a) ByuUv/

V®-cnexrpodoToMeTpus

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTpsl
TIOTJIOLIEHHA UCTIBITYEMOr0 PacTBOpa H
pacTBopa  CTaHmapTHOro  obpa3sna
KEeTOpoJiaka TpOMETaMHHA JOJDKHBI
HUMETh MAKCHMYMEI [IPH OJHOM U TOH %e
JUTHHE BOJIHEI (£ 2 HM).

Remarks The Product eonfarms tn NTV

Ipumeuanne: Ilpoaykr coorBeTcTBYeT TpeboBanusaM H]T

Conclusian APPROVED /
3axmouenne: OJIOBPEHO

P;epared by / Checked by / Approved by: Manager/Executive /
TloaroTosneno: Ambres ITpoeepeno: Santosh Kumar | Ono6peno: Menemxkep / PykoBoautesis
Kumar = Maurya Pavan Kumar Sharma ef-{f ~
Reprint Date / Reprint Date / Reprint Date /

Jlata: 11.04.2024 Hata: 11.04.2024 Harta: 11.04.2024

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: mzii@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Qf‘

Dr. Reddy's Laboratories Ltq.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUDPHUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon” Dkenpecc (keToposiak) TabneTkH, Mcrieprupyemsle B nosioctu pra, 10 mr

Batch No / 1 V2400410 Batch Quantity / : 3600000 tab /
Cepns Ne O6nem cepan 3600000 Tab
Analytical Report No / : 040002482704 Date of Analysis / : 12.04.2024
AnanuTHgeckiii oier No JMara aHanu3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaTa mpoH3BOACTBA I'open o

Analysis performed according ND / Ananns npoeenen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page20f8/Crp.2 13 8

No

No Test / IHHokxa3aTenb

Results / Pe3ynbTaTs!

Specification / Hopma

b) By HPLC /B2XX

Complies / COOTBETCTRYET

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  ynepXuBaHus
OCHOBHOTO MHKa Ha XpOMAaTOrpaMme
MCIILITYEMOTO ~ pacTBOpa  JAOJDKHO
COOTBETCTBOBATH BPEMEHH
YAEpKHBAHHS OCHOBHOTO TIHKA Ha
XpOMaTorpamMme pacTeopa
CTZHAAPTHOrO 0Opasua KEeTOpoJiaka
TPOMETaMHHA (pazmen

«KonuuecTBEHHOE OTpeieIeHUEY).

Remarks: The Praduct eanforms to NTY/ Conclusion: APPROVED /
Tlpumeuanne: Ipoaykt coorsercrayet TpeboBanusM HJI 3axnouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneno: Ambresh . | Ilposepeno: Santosh Kumar | Ono6peno: Menemxkep / Pysosoaurent
Kumar @V Maurya Pavan Kumar Sharma 4 =
Reprint Date / Reprint Date / Reprint Date /

Jara: 11.04.2024 Jara: 11.04.2024 Jara: 11.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40.4300 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €€

CERTIFICATE OF ANALYSIS

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

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

CEPTUDHKAT AHAJTHA3A

Product: Kctorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dkenpece (keroponak) TabneTky, MCAEPrupyemMsle B MOJIOCTH pTa, 10 mr

Batch No / : V2400410 Batch Quantity / : 3600000 tab /
Cepuist Ne O6BeM cepitn 3600000 Tab
Analytical Report No / :+ 040002482704 Date of Analysis / : 12.04.2024
AHaNHTHYCCKHIT oTyeT Ne Jlara aHainia

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaTa npoH3BOACTBA I'oxen 10

Analysis performed according ND / Ananu3s nposexen no HJI:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8 /Cip.3 m3 8

No

o Test / IlokasaTesb Results / Pe3ynsTaTsl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanunuoCTh butylhydroxyanisole peaks on the
GYTHIrHAPOKCHAHH30J1 chromatogram of the test solution
should correspond by the rctention times
to  2-butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / BpeMena yNepXHBaHuWA
NAKOB  2-OYTHWITHAPDOKCHAHHU30MIA H
3-GyTWIrnapOKCHaHH30Na Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBopa JOJDKHbI  COOTBETCTBOBATSH
BpEMEHAM  Y[EpXHBaHHMA MIHKOB
2-6yTHWITHIPOKCHaHU30Na H
3-6yTWITHAPOKCHAHHU30J1a Ha
Xpomarorpamme pacTBopa
CTaHAAPTHOTO obpazua
6yTUATHAPOKCHAHHK30/1a (pa3nen
«Cognepxanue
6y THITHAPOKCUAHU30IAN).
4 Average weight / Cpeansin 68.7 mg / 68.7 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
maccea Ot 67,2 Mr o 72,8 mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/
IMpumeuanne: [IpogykT cooTBeTcTRYET TpeboBanusm HJ{

Conclusion: APPROVED /
Zakmouenne: OJJOBPEHO

Hara: 11.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotopneHo: Ari j | IMposepeno: Santosh Kumar | Onobpeno: Menemwkep / Pykosonutess
Kumar 6;{\ Maurya CI'L Pavan Kumar Sharma A
Reprint Date / Reprint Date / Reprint Date /

Hara: 11.04.2024

Jata: 11.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiza
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85155AP15984PLCO04.
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
D - ‘.... Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,
r. Reddy S Ne Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS ~ 1or: <20 58100 000502
CEPTHOPHKAT AHAJIU3A ' y

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

IMpoayx: Ketopon™ Dkenpecc (keToposiak) TabieTky, JUcTieprupyemble B foiocTH pra, 10 vr
Batch No / 1 V2400410 Batch Quantity / : 3600000 tab /
Cepuin Ne O6bem cepau 3600000 Tab
Analytical Report No/ : 040002482704 Date of Analysis / : 12.04.2024
ANaJMTHYECKHH oT4eT Ne Jara anainza

Date of Manufacture / : 03/2024 Date of Expiry / 1 02/2026
J{aTZ NpOH3BOJCTBA Togen no

Analysis performed according ND / Auanus nposenen no HJI:

JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Paged4 of 8/Crp.4u3 8

Jl:fo N Test / IloxazaTenn Results / Pe3yabTars Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OnHOPOAHOCTE MacChl 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He Oonee + 10 %
2/20 Tabnetok — He 6onee = 20 %

5 Disintegration time / 00 min 20 sec / 00 mun 20 cex Not more than 3 min / He 6onee 3 Mun
Pacnapaemocth

6 Dissolution / PacTBopenne Unit-1 / Ta6n-1 100% Not less than 75% (Q) of

. C15H3NO3*C4H1NO; (ketorolac
Unit-2 / Ta6s-2 99% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 100% 75% (Q)  CisHisNO3+CH11NO3

. . (xeTopojiaka  TPOMETaMUH)  Yepes
Unit-4 / Tabn-4 96% 15 MHH
Unit-5 / Ta6n-5 98%

Unit-6 / Tabn-6 98%
7 Fineness of Dispersion/ Complies / CooTseTCTRYET A uniform suspension passing through a
JrcnepciocTn 710 pm sieve is formed. / O6pasyeTcs
OMHOpOIHAs CYCHEH3MI, NpOXOAALIas
CKBO3b CHTO C pa3MepoM OTBepCTHii
710 MKM.
8 Related impurities / Poacreennsie npumecH

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

Ipumeuanue: ITpoaykTt coorseTcTyeT Tpebosanmsim HJT 3akiaouenue: OJJOBPEHO

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

Moxrorosneno; Amb Mporepeno: Santosh Kumar | Onobpewo: Menekep / PykoBoanTesns

Kumar Maurya @\\4 Pavan Kumar Sharma o

Reprint Date / Reprint Date / Reprint Date /

JHara: 11.04.2024 Hara: 11.04.2024 Jlata: 11.04.2024

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: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

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
T poayser: Keropon™ Dxenpece (keToposnak) TabaeTki, MHCIEPrApyeMbIe B TIOJIOCTH PTd, 10 Mr

Batch No / : V2400410 Batch Quantity / : 3600000 tab /
Cepus No O6Bem cepun 3600000 Tab
Analytical Report No / : 040002482704 Date of Analysis / : 12.04.2024
AnanurHyeckHi oruer No JlaTa anaau3a

Date of Manufacture / : 03/2024 Date of Expiry / :+ 02/2026
dara mpou3soacrsa Topen go

Analysis performed according ND / Ananns npoeegen mo HJI[:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page5of 8 /Crp.5n3 8

1-ruRpoKCHaHasor
KeTopoJsaKa

ketorolac 1-hydroxy analog /

Below LOQ (LOQ = 0.0032 %) /
Huxe npefiena KoMH4ECTBCHHOTO
onpeaencuug ([TKO = 0.0032 %)

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

ketorolac 1-keto analog/
1-keToaHaNor keToponaxa 0.10 %

Not more than 0.8 % / He 6onee 0,8 %

Any unidentified impurity /

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

eIMHNYHAs
HeuaeHTH(NIPOBaHHAS 0.02 %
IpHMEChH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumMeceit
9 Water / Boga 1.8 % Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4uHble OpraHn4ecKHe pacTBOPHTEH

Isopropyl alcohol /
H3onpomnaHon

16 pg/tab /

Not more than 350 pg/tab /

16 Mxr B TabneTke

He 6onee 350 MKr B TaGneTke

Remarks: The Product conforms to ND/
Ipumeuanue: ITpoaykr cooTsercTByeT Tpebosanmam HJT

Conclusion: APPROVED /
3axawuenune: OJOBPEHO

Prepared by /

TTonroroBneno: e :
Kumar _

Checked by /
IMposepeno: Santgsh Kumar
Maurya

==

Approved by: Manager/Executive /

Onobpero: Menemxep / Pj{l({lBO}IHTB)‘Ib
Pavan Kumar Sharma %

Reprint Date /
Jlara: 11.04.2024

Reprint Date /
Hara: 11.04.2024

Reprint Date /
Jara: 11.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, [ndia
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com
CiN: L85195AP1384PLCO04507

www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Labaratories Ltd.,
Formulation Unit-6

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

Cg%gggﬁgiﬁ%‘;ils www.drreddys.com
[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Keropon® Skenpecc (ketoponax) Tabierky, AHCHSPrupyeMsie B ionocTs pra, 10 Mr
Batch No / : V2400410 Batch Quantity / : 3600000 tab /
Cepua Ne O06beM cepHH 3600000 Tab
Analytical Report No / : 040002482704 Date of Analysis / : 12.04.2024
AHaJMTHYECKHH 0TyeT N2 Mara anaansa
Date of Manufacture / : 03/2024 Date of Expiry / s 02/2026
JdaTa npoH3BOACTBA T'onen po
Analysis performed according ND / Anann3s nposeaes no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022 |

Page 6 of 8/ C1p. 6 u3 8

11 | Microbial enumeration tests / MuxpoGuoJiornyeckas yucrora®
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1uee wucio He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpPraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61ee He 6omee 100 KOE/r
YUCIIO APOXOKEBBIX U
TUIECHEBLIX IpubOR
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBue B 1 T
12 | Uniformity of dosage units / 4.4 Acceptance value (AV) not more than
OaHOPOAHOCTE 15.0 / Ilpuemounoe 3uavenne (AV) He
I03UpOBAHUS 6onee 15,0.
13 Assay/ Koaudecrsennoe 9.9 mg/9.9 mMr From 90mg to 11.0mg of
onpeneseHue (99.0 %) CsHi13NO1*C4H{NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
pite) 1 1,0 MT C15H13NO3'C4H1 |NO3
(xeTopomaka TpomeramuH) (ot 90,0 mo
110,0 % oT 3asBJICHHOIO KOJIXYECTRA) B
TabeTke
14 | Butylhydroxyanisole 0.0935 mg/tab / Not less than 0.042 mg/tab /
content / Copepxkanue 0.0935 mr B Tabnerke He menee 0,042 Mr B TabneTke
OYTUATHAPOKCHAHH3012

Remarks® The Produet confarms tn NTYV
TIpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3akmouenne: OMOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneto: Ambre INpogepeno: Santosh Kumar | Omo6peno: MeHemxep / PykbroauTent
Kumar e ~ | Maurya Pavan Kumar Sharma #;.. ~
Reprint Date / Reprint Date / Reprint Date /

Jara: 11.04.2024 Hara: 11.04.2024 Jata: 11.04.2024

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: maii@drreddys.com
CIN: L85195AP1984PLCOD4507

www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Na'agarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTHOUKAT AHAJIHU3A

www.drreddys.com

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

Ipoayxt: Keropon™ Sxcnpecc (keroponak) TabsieTkH, AHCIEPrUpyeMble B osocTH pra, 10 mr

Batch No / : V2400410 Batch Quantity / : 3600000 tab /
Cepusi Ne O6Bem cepun 3600000 Tab
Analytical Report No / : 040002482704 Date of Analysis / : 12.04.2024
AHaJIUTHYECKHH oT4eT Ne Jara ananusa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JarTa nmpon3BoACTBa I'onen xo

Analysis performed according ND / Auann3 npoeeneu no HJ/L:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 7 of 8/ Cyp. 7n3 8

15 | Package/ YnakoBka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerok B
6nucrepe uz (IIA/AJVIID ¢
Biiaronornorurenem/I15BII)

donbru // (IIS/AJT) donsru. Ilo
2 6nuctepa ¢ MHCTpYKLUUeEH Mo
NIPUMEHEHHIO B TauKy

KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1
or 2 blisters with patient information
leaflet in a carton pack. / ITo 10
Tabnetok 8 6Gnuctepe u3s (IIA/AJI/II3 ¢
pnaronornotutenem/[19BII) doneru //
(I13/AJ]) donsru. Io 1 win 2 6iucrepa
C HHCTPYKIMEH TI0 TIPUMEHEHHIO B
NauKy KapTOHHYIO.

16 | Labeling / MapxHporka

According to ND / B coorBercTBrH ¢ H]

17 | Storage conditions /
Xpadenne

Below 25 °C. / IIpu Temnepatype He Bbie 25 °C,

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.
* IIpu BbINYCKE JIEKaPCTBEHHOIO NpenapaTa KOHTPOJIb KA4eCTBA M0 NoKasates «VIukpobuoaoruyeckas
YHCTOTa» NPOBOAUTCA AJNIsT KaxN0i 20-0ii cepuu, M JUIA OHOIi CepHH B Ioj, B 3aBHCHMOCTH OT TOT0, YTO

HACTYIHT paHbLLe.

API name / Haumenosaune A®C:

Ketorolac tromethamine / Keroponaka

TPDOMETAMHH

Remarks: The Product conforms to ND/
[Tpumenanue: IIponykt cooTBeTcTBYET Tpebopanusim HJT

Cunclusivu. APTROVED /
3akangenne: OJOBPEHO

Hara: 11.04.2024

Hara: 11.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
TloarotoBnexo: Ambre_slx»?_ Ipoeepeno: Santosh Kumar Opobpeno: Menemkep / P/_ OBOAUTEND
Kumar D Maurya % Pavan Kumar Sharma .~
&) —_— o
- - e
Reprint Date / Reprint Date / Reprint Date /

Mara: 11.04.2024

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: maii@drreddys.com
CiIN: L85195AP1984PLCO04507

www.dneddys.cunin




Dr.Reddy’s ‘%.'.

Dr. Reddy's Laboratories Ltg,

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOUKAT AHAJIH3A GG R

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
|MpogyKT: Keropon® Dxenpece (keroponak) TabneTky, ARCIEprupyeMsle B IIOAOCTH pra, 10 Mr

JaTa npou3BOACTBa

Batch No / : V2400410 Batch Quantity / : 3600000 tab /

Cepns Ne O6bemM cepuy 3600000 tab

Analytical Report No / : 040002482704 Date of Analysis / : 12.04.2024

ApanHrHyeckni oTaer Ne Jara ananusa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
I'ogen po

Analysis performed according ND / Auanauz nposeaen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8 /Crp. 8 m3 8

Homep cepun cyberanmsu npoussoantens 1'JI®:

INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /

Homep cepun npousgoantenst AQC: T

FP Manufacturer API Batch number / FERA00031

API Manufactured by & country /
Mponssoautens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Peu'c JTaGoparopuc JIta., Humaus

Remarks: The Product conforms to ND/
IIpumeuanue: IlpoaykT cooTBeTCTBYET Tpebosauusam H]I

Conclusion: APPROVED /
3akmouyenue: OTOBPEHO

Prepared by / Checked by /

IToaroroBneHo: ; resh
Kumar - Maurya @v

———

IposepeHo: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens
Pavan Kumar Sharma .&} -

=

Reprint Date /
Hara: 11.04.2024

Reprint Date /
JlaTa: 11.04.2024

Reprint Date /
Jara: 11.04.2024

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO045G7
www.drreddys.com



