Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipeaykr: Keropon®™ Dxenpece (keToposak) TabneTku, MCIeprupyeMsle B MOJI0CTH pTa, 10 mr

Batch No/ : V2400886 Batch Quantity / : 3600000 tab /
CepHs Ne O0Bem cepuu 3600000 Tab
Analytical Report No / : 040002539145 Date of Analysis / : 31.05.2024
AHAJUTHYECKHIT OTUeT No HaTa anaanza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JaTa nponsBoacTBa T'open oo

Analysis performed according ND / Ananus nposeaen mo HJL:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page10of8/Crp. 1 m38

Y ®-cnexrpodoromeTpus

_]1:‘0 N Test / IlokasaTens Results / Pe3ynpTaThl Specification / Hopma
1 Description / Onucaume Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyraole, mnockue | Kpyrible, rockue TabieTku ¢ gackoi,
TabneTku ¢ (Qackoif, CBEMIO- | CBETJIO-XKENTOro LBeTa C IPaBUPOBKOM
XKEJITOro ILBeTa C rpaBHpPOBKOH | «l» Ha omHOI CTOpOHe.
«» Ha OEHO CTOpPOHE.
2 Identification / [ognmuHHOCTD
Ketorolac / Kemoponax
a) Byuv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / V®-cnekTpsl
HOIVIOLIEHHS MCTIBITYEMOro pacTBopa u
pacTBOpa  CTaHAapTHOro  ofpasua
KeTopoJiaka TpPOMETaMHHA  JIOJIXKHBI
MMETh MAaKCUMYMBI IIPH OJIHOM U TOM e
IUTMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
[Tpumeuanne: IlpogykT cooTBeTcTBYeT Tpebopanusam HJJ

Conclusion: APPROVED /
3akmiouenune: OJOBPEHO

Hara: 31.05.2024

Jara: 31.05.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IlomroroBneno: Santosh ITpoeepeno: Pardeep Kumar | Omobpeno: Menemkep / Pykoroauresnn
Kumar Maurya @”, DL// Manoj Kumar

= )
Reprint Date / Reprint Date / Reprint Date /

MHara: 31.05.2024

Registared Officer 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tal, Q1 40 4000 2900, Fax: +91 4

CIN: LSE

02092, Email: mail@drreddys.com
S5AP19SGPLCCOAS0T

wsvdrreddys, com



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

@
Dr. Red dy’s ‘..... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
www.drreddys.com

CEPTUOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HponyxT: Ketopon® Dkcnpecc (keToposiak) TabJIETKH, ANCTIEPTHPYEMBIE B TIOJIOCTH pTa, 10 Mr

Batch No / : V2400886 Batch Quantity / : 3600000 tab /
Cepus No O6beM cepau 3600000 Tab
Analytical Report No / : 040002539145 Date of Analysis / : 31.05.2024
AHaJuTHYeCKHH oT4yeT Ne JlaTa anaaunsa

Date of Manufacture / : 05/2024 Date of Expiry / 1 04/2026
JlaTa mponsBoacTrea TI'onen oo

Analysis performed according ND / Auasns nposexen mo HJI;
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2of 8 /Crp.2u3 8

No

N Test / [TokazaTennb Results / PesyasTaTh 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). / Bpems ynepxuBaHus
OCHOBHOTO MHKa Ha XpoMarorpamme
UCOBITYEMOr0  PacTBOpa  OOJIXKHO
COOTBETCTBOBATD BpEMEHU
YHOEpKHMBAaHUS OCHOBHOTO TIMKAa Ha
XpoMaTtorpaMme pacTBopa
CTaHZApPTHOrO oOpa3lia KeTopoJiaka
TpOMeTaMHHa (pazmen
«KonnyecTBeHHOE OTIpeleNeHHeY).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IIponykT cooTBeTcTBYeT Tpebopanuam HJT 3akmwouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITogroroeneno: Santosh Iposepeno: Pardeep Kumar | OnobpeHo: Menemxkep / PyKOBOﬁmenb

Kumar Maurya ﬁ//__ Bﬁ”_ Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /
Jlara: 31.05.2024 Hata: 31.05.2024 Jara: 31.05.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.coim
CIN: L85195AP1984PLCO04507
www.drreddys.com



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

Dr.Reddy’s €3¢ | -
r.ne dys ® Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon" Drenpece (ketoponak) TabneTku, AucneprupyeMele B NOJOCTH pTa, 10 Mr

Batch No / : V2400886 Batch Quantity / : 3600000 tab /
Cephig Ne Oo6beM cepun 3600000 tab
Analytical Report No / : 040002539145 Date of Analysis / : 31.05.2024
AHAJIUTHYIECKHI oTUeT Ne Jara ananmsza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JaTa npousBoacTBa T'open mo

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

Page3 of 8/ Crp.3 u3 8

JI:) ° Test / [loka3aTenn Results / PeaynbraTs Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention times of  2-
Butylhydroxyanisele / butylhydroxyanisole and 3-
IHopnunHocTh butylhydroxyanisole peaks on the
Oy THIATHAPOKCHAHHM30JI 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 ymepXuBaHus
IUKOB  2-OyTHITHMOPOKCHAHHU30JIA U
3-6yTUNIrHIPOKCHAHH30Ma Ha
XpoMaTorpaMmme HCIIBITYEMOro
pacTBopa IOJDKHEI COOTBETCTBOBATH
BpEMeHaM YIEPKUBAHHA ITHKOB
2-0y THATHIPOKCHAHHN30JTa U
3-6y THIrHApOKCHAHK30J1a Ha
XpoMaTorpaMme pacTBopa
CTaHOAPTHOTO obpazua
OYTHIrHAPOKCHAHH30MA (pa3nen
«Copepxanne
OYTUITHIPOKCHAHU30AY).
4 Average weight / Cpennsist 71.5mg/71.5 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 mr mo 72,8 mr (70,0 Mr+4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Ipumeuanue: IIpogykT cooTBeTcTBYET TpeboBaHmsaM HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Santosl IIposepeno: Pardeep Kumar | Opo6peno: Menemkep / Pykosoantens
Kumar Maurya @ ) Manoj Kumar » L@T
e =
Reprint Date / Reprint Date / Reprint Date /
Jara: 31.05.2024 Hara: 31.05.2024 Hara: 31.05.2024

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: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories itd,

Formulation Unit-6

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

CEPTUDOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (ketoponak) TabneTky, AUCIIEprupyeMble B IIONOCTH pTa, 10 Mr

Batch No / 1 V2400886 Batch Quantity / : 3600000 tab /
Cepta Ne O6bem cepun 3600000 tab
Analytical Report No / : 040002539145 Date of Analysis / : 31.05.2024
AnaiuTHyeckHii oTuer No JarTa aHaan3a

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JarTa npou3BoacTBa T'oneH g0

Analysis performed according ND / Anann3 nposenen no HJI:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4of 8/ Crp. 4 u3 8

Jl;io Test / ITokasarenb Results / Pe3ynpTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than + 10 %
OOHOPOAHOCTH MacChl 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He 6onee = 10 %
2/20 tabnetrok — He 6onee = 20 %

5 Disintegration time / 00 min 12 sec / 00 MuH 12 cek Not more than 3 min / He 6onee 3 mun
Pacnapaemoctsb

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

. CisH13NO3C4H1NO; (ketorolac
UniG2,/ fiaC2 101% tromethamine) in 15 min / He Menee
Unit-3 / Tabn-3 101% 75%  (Q)  CisHisNO3+C4H11NO;

. . (xeToponaka  TpoMETaMHUH)  4epe3
Unit-4 / Tabn-4 101% 115 eie
Unit-5 / Ta6n-5 100%

Unit-6 / Tabn-6 100%

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

JucnepcHocTb 710 pm sieve is formed. / O6pa3syercs
OHOPOMAHAS CYCIEH3Us, MPOXOIsIlas
CKBO3b CHTO C pa3MepoM OTBEpCTHiA
710 MKM.

Remarks: The Product conforms

ITpumeuanue: Ilponyxt cootBercTByet Tpebopanusim HJI

to ND/

Conclusion: APPROVED /
Jakmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IlomroroBneno: Santosh [Ipoeepeno: Pardeep Kumar | Omobpeno: Menemxep / PykoBoaurens
Kumar Maurya o Qj’/, Manoj Kumar ~

Reprint Date / Reprint Date / Reprint Date /

Jara: 31.05.2024 Jlata: 31.05.2024 Jarta: 31.05.2024

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@drraddys.ccm

CIN: L85195AP1984PLCC04507
www.drreddys.com



Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories {id.
Formulation Unit-6

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

CEPTUDPUKAT AHAJIM3A

wyye.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dkcnpecc (keroponak) TaGneTkH, AMCeprupyeMble B MONOCTH pTa, 10 mr

Batch No / : V2400886 Batch Quantity / : 3600000 tab /
Cepus Ne O61bem cepau 3600000 tab
Analytical Report No / : 040002539145 Date of Analysis / : 31.05.2024
AHaluTHYecKHH oTyeT No Jara anannza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JdaTa npon3BoacTea T'open no

Analysis performed according ND / Ananus nposenen o H/I:
JII1-004929-011119 (amend Nol from 27.12.2021, amend Ne2 from 11112022

Page 50f 8/ Crp. Su3 8

8 Related impurities / PoacTeenHble npumecu

ketorolac 1-hydroxy analog /
1-ruppokcHaHanor
KeTopoJiaka

ketorolac 1-keto analog/

Below LOQ (LOQ = 0.0032 %) /
Huxe npenesa KoM4ecTBEHHOTO
onpeaeneHus (ITKO = 0.0032 %)

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

Not more than 0.8 % / He 601ee 0,8 %

1-xeToaHanor keTopoJyiaka 0.11%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eMHIYIHAs
HeMIEeHTHGUIMPOBAHHASL 0.02 %
MPUMECH
Total impurities / 0.1 % Not more than 1.0 % / He 6osiee 1,0 %
CymMa npumecei
9 Water / Bona 24 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 Residual solvents by GC/ OcraTouHble opranideckie pacTBOPHTE/H

Isopropyl alcohol /
Hsonponanon

24 pg/tab/
24 Mxr B TabneTke

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

Remarks: The Product conforms to ND/
ITpumeuanue: IIpogykT cooTBeTcTBYeT Tpeboranusm HJI

Conclusion: APPROVED /
3axkmouenne: OJIOBPEHO

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

Iogrorosneno: Santosh Iposepeno: Pardeep Kumar | Omo6peno: Menemkep / Pykosoayrennb

Kumar Maurya [ Manoj Kumar n‘ a ! [”
umar Maury. B - j

Reprint Date / Reprint Date / Reprint Date /

Jara: 31.05.2024 Hara: 31.05.2024 Harta: 31.05.2024

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabac - 500034, Telangana, India
Tel: +91 40 4560 2906, Fax: +91 40 4900 2999, Eniail: mail@drreddys.com

CIN: L851954AP1984PLCC0O4507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lic!
rormulation Unit-6

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

CEPTUDPUKAT AHAJIU3A

v drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Okcnpecc (keToposiak) TabneTkH, AMCTIeprupyeMble B MONOCTH pTa, 10 Mr

Batch No / : V2400886 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepdH 3600000 Tab
Analytical Report No / : 040002539145 Date of Analysis / : 31.05.2024
AHanuTHYecKH# oTUeT Ne JlaTa aHanmu3a

Date of Manufacture / : 05/2024 Date of Expiry / 1 04/2026
JaTa npou3BoACTBa TI'onen o

Analysis performed according ND / Ananunz nposenen no H/:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ Crp. 6 u3 8

11 Microbial enumeration tests / Mukpoounosiornyeckast Yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O611ee Yucyo He 6onee 1000 KOE/r
a3po6HBIX MHKPO-
OpPTaHH3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuiee He 6onee 100 KOE/r
YHUCITO APOXOIKEBBIX H
IUIECHEBBIX rpuOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBUE B I T
12 | Uniformity of dosage units / 43 Acceptance value (AV) not more than
OaHopoaHOCTh 15.0 / IIpuemouHoe 3HaueHue (AV) He
03HpPOBaHUS 6onee 15,0.
13 | Assay/KonuuyecrBeHHoe 10.1 mg / 10.1mr From 90mg to 11.0mg of
ompeaeieHHe (100.6 %) C15H13NO3+C4H 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 1 1,0 MI* C15H13NO3'C4H11NO3
(xeroponaka tpomeramuH) (oT 90,0 mo
110,0 % oT 3asBIeHHOTO KOJHUYECTBA) B
Tabnerke
14 | Butylhydroxyanisole 0.0951 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0951 mr B TabneTke He menee 0,042 mr B Tabnetke
Oy THIITHAPOKCHAHHU30J1a

Remarks: The Product conforms to ND/
ITpumeuanue: Ilponykt coorsercTByeT TpeboBanuaM HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Jara: 31.05.2024

Hara: 31.05.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroTtorneno: Santos/]:fB b ITposepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBonuresb
Kumar Maurya Lo ] Manoj Kumar W

— ',.‘-"'_"'
Reprint Date / Reprint Date / Reprint Date /

Jara: 31.05.2024

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500034, Talangana, India
Tel: 491 40 2860 2900, Fax: +91 40 4960 2599, Email: mail@drreddys.com
CIN: LEE1954P1984PLCCOAS0T

wyaw.drreddys.com




Dr.Reddy’s ‘

D1, Reddy's Laboratorizs Lid
Formulation Unit-6

Vill. Khol, Malagarh Road, Badai,
Disit. Sclan, H.P., 173 205, 1nDIA
Tel 1 451 88166 5600G1-02

CERTIFICATE OF ANALYSIS R

CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon®™ Dkenpecc (ketoposiak) TableTky, AMCHeprupyemble B NONOCTH pra, 10 Mr

Batch No / : V2400886 Batch Quantity / : 3600000 tab /
Cepusa Ne O0bem cepuH 3600000 Tab
Analytical Report No / : 040002539145 Date of Analysis / : 31.05.2024
AnanuTHyecKHii oTuer Ne Jara ananu3za

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jdara npon3BoacTea T'ogen no

Analysis performed according ND / Anain3 nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 70f8/Crp. 7 n3 8

15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin a blister 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. / Ilo 10
information leaflet in a carton | Ta6nerox B Guuctepe u3 (ITA/AJI/IID ¢
pack. / Ilo 10 Tabnerok B | BuaromornorureneM/I[19BII) doneru //
Gnauctepe w3 (IA/AJUTID ¢ | (TIS/AJT) ¢ponsra. ITo 1 nnm 2 GmucTepa
piaronornorutenaemM/I19BIT) C MHCTpYKLHeH 0O NpPUMEHEHHIO B
toneru // (II3/AJ]) doneru. o | nmayky KapTOHHYIO.
2 6muctepa ¢ UHCTPYKLUEH IO
NPUMEHEHHUIO B favyKy
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootBerctauu ¢ HJ,

17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Bbilie 25 °C.

XpaHenue
18 | Shelflife / Cpok roanoctH 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.
* [IpH BEINYCKe JIEKAPCTBEHHON0 NpeNnapaTa KOHTPOJIb Ka4ecTBa Mo nokasateaio «Muxpobunonoruyeckas
YHCTOT2» MPOBOJMTCS ATl Kakaoil 20-oif cepuu, HIM JJIS OAHO#H CEPHH B I0/i, B 3ABUCUMOCTH OT TOIO, YTO
HACTYIUT paHblue.

Remarks: The Product conforms to ND/
ITpumeuanue: IIpoaykT cooTBeTcTBYET Tpebosanuam HJJ

Conclusion: APPROVED /
3axmwuenne: OJJOBPEHO

Prepared by /
IMoarotosneHo: Santosh

Kumar Maurya Gi

Checked by /
IIporepeno: Pardeep Kumar

——

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBonurens

Manoj Kumar @1}

Reprint Date /
Jara: 31.05.2024

Reprint Date /
Jata: 31.05.2024

Reprint Date /
Jara: 31.05.2024

Registared Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 5¢0034, Telangana, India
Tl #9120 49010 2900, faxs #8140 4900 2459, Email: mail@drreddyz,com
CIN: LS52195AP1984PLCC0AS07

vy drreddys.com



Dr.Reddy’s €3¢

Dr. Reddy's Laboratorias Lid
Formulation Unit-6

Vill. Ithol, Malagarh Road, Baddi,
Dizit. Solan, HL.P, 173 205, 1:DIA
Tel 481 281656 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHU®UKAT AHAJIA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxrt: Ketopon®™ Dkenpecc (keToponak) TabJeTkH, AUCNEPrUpyeMbIe B nonocTH pra, 10 mr

Batch No / : V2400886 Batch Quantity / :+ 3600000 tab /
Cepha No O0Bem cepHH 3600000 Tab
Analytical Report No / : 040002539145 Date of Analysis / : 31.05.2024
AHAINTHYECKHI oTyeT No JlaTa anaau3a

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JlaTa npousBoJacTBa Tonen no

Analysis performed according ND / Auanns nposegen nmo HJ/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page8of 8§ /Crp.8 3 8

API name / HaumenoBanue ADC:

Ketorolac tromethamine / Ketoposnaka

Homep cepun cy6eraHuuu npoussoanrens [JID:

TPOMETAMUH
INN/MHH: Ketorolac / KeToponak
API manufacturer batch number / ABRH002636, ABRE002637
Howmep cepuu npouzBoaurens ADC:
FP Manufacturer API Batch number / FERA00192, FERA00193

API Manufactured by & country /
IIpoussoantesr APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlabopatopuc JIta., Mugus

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Mpumeuanue: [TpogykT cooTBercTByeT TpeboBanuam HJI 3axaruenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroenexo: Santosh ITpoeepeno: Pardeep Kumar | OnobpeHo: Menemkep / PykoBoauresb
Kumar Maurya ."]; _ Manoj Kumar

-_— e ,”____"
Reprint Date / Reprint Date / Reprint Date /
Jara: 31.05.2024 Hara: 31.05.2024 Hara: 31.05.2024

Regisiored Offi

Tel:

o0 8-2-237, Road o, 3, Banjara Hills, Hyderabad - 500024, Telangana, India
81204900 28900, Fax: 491 40 4800 2929, Email: mail@drredidys.com

CIN: LESI95AP1984APLECDAST0T
wwyrdrreddys.com



