Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratecries Ltd.
Formulaticn Unit-6

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

CEPTUO®HUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon™ Dxenpece (keToponak) Tabnetki, Aucnepripyenmbie 8 nonoctn pra, 10 Mr

Batch No / : V2401670 Batch Quantity / : 3600000 tab /
Cepusa Ne ObBem cepun 3600000 tab
Analytical Report No / : 040002632015 Date of Analysis / : 28.08.2024
AHanuTHYeCKHI oTUeT Ne Jara ananuza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTta npousBoacTBa T'onen no

Analysis performed according ND / Anann3 nposenen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 1 of 8/ Crp. 1 3 8

;’0 Test / TToka3zaTeib Results / Pe3ynbraThl 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. / Kpyrnee, mnockue | Kpyrmble, iockue Tabnetku ¢ Gpackoii,
TabneTkn ¢ Gackoil, CBETIO- | CBETJIO-XKENTONO LBETA ¢ IPaBHPOBKOH
HKENTOTO I[BETA C IPABUPOBKOW | «I» Ha OJ1HOIf CTOPOHE.
«l» Ha oIHO¥ CTOPOHE.

2 Identification / [ToaIMHHOCTH

Ketorolac / Kemoponak

a) ByUv/
Y®-cnexkTpodoTomMeTpus

UV spectra of the test solution and
ketorolac  tromethamine standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTpsl
NOIJIOIEHHS HUCTILITYEMOIrO pacTBOpa U
pacTBopa  cTaHjapTHoro  oOpasua
KeToposiiaka TpPOMEeTaMHUHAa  JIOJIKHEI
HMETh MaKCUMYMBbI IIPH OJIHOH U TOH Xxe
IUTHHE BONHBL (£ 2 HM).

Complies / CooTBeTCTBYET

Conclusion: APPROVED /
3akaouenne: OJOBPEHO

Remarks: The Product conforms to ND/
[Tpumeuanue: ITponykT cooTseTcTBYET TpeboBaHusaM HJL

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Prayesh Rana | TIposepeno: Santosh Kumar | Ouobpeno: Meneukep / Pykosouurens
_ { Maurya f/Q)\ . Abhishek Chauhar f
'} e -
Reprint Date / Reprint Date / Reprint Date / '
JlaTta: 28.08.2024 JlaTta: 28.08.2024 Jara: 28.08.2024

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



Dr. Reddy's Laboratecries Ltd.
Formulaticn Unit-6

@0
" g Vill. Khol, Maiagarh Road, Baddi
Dr. Reddy s ‘.. Distt. Solan, H.P.,, 173 205, INGiA
CERTIFICATE OF ANALYSIS LiE]: #9gsOiEb SOb UL 0%
CEPTUDPUKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon™ Dkcnpecc (keToponak) TabieTkH, AHCIEPIHPYeMbie B OJOCTH PTa, 10 mr

Batch No / : V2401670 Batch Quantity / : 3600000 tab/
Cepnsa Ne O6nbem cepun 3600000 Tab
Analytical Report No / : 040002632015 Date of Analysis / : 28.08.2024
Ananuruyeckuii oTuer No Jlara ananusza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npou3BogcTBA Toagen o

Analysis performed according ND / Ananu3 nposenen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8/ Ctp. 2 u3 8

No

No Test / IlokasaTennb Results / Pe3ynbTaTsl 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). / Bpema  yaepKHBaHHA
OCHOBHOIO MHWKa Ha XpoMaTorpamme
UCTILITYEMOTO ~ PacTBopa  AOJIKHO
COOTBETCTBOBATh BpEMEHH
yIep)KHBAHH OCHOBHOTO TIMKA Ha
XpoMaTorpamme pacTBOpa
cTaHjapTHoro ofpasta KeTopoJiaka
TpOMETaMHHa (paznen
«KOIMYECTBEHHOE ONPEAETIECHUER).

Remarks: The Product conforms to ND/ Conclusion; APPROVED /
IMpumeuanwue: [pomykT cooTBeTcTBYET Tpebosanuam HJI Sakmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Managey/Executive /
Toxaroroeneno: Pravesh Rana | IMposepeHo: Santosh Kumar | OnoGpero: Menekep / Pykooautens
/ Maurya / Abhishek Chauhan |
ry \% ¢ n |
Reprint Date / Reprint Date / Reprint Date / /
Jara: 28.08.2024 Jara: 28.08.2024 Hata: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, India
Tel: +91 40 4900 2200, Fax: +91 40 4300 2999, Email: maii@direddys.com
CIN: L85195AP1984PLC0OO4507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laborateries td.
Formulaticn Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02

CEPTA®UKAT AHAJIU3A Wi wdiEedystaom

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykr: j{eTopon” Dkenpecc (keToposak) TabneTkH, ANcnepripyeMble B MONOCTH pra, 10 mr

Batch No / : V2401670 Batch Quantity / : 3600000 tab /
Cepus Ne Oo0bem cepun 3600000 tabd
Analytical Report No / : 040002632015 Date of Analysis / : 28.08.2024
AHaJIHTHYECKHH 0TYeT No JlaTa anannza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa npon3BOACTBA T'open no

Analysis performed according ND / Ananm3 nposenen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page30of8/Cip.3 3 8

‘]1:1.00 Test / [loka3zaTeanb Results / Pe3ynbratsl Specification / Hopma
3 Identification Complies / CooTBeTcTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IloaauHHOCTDH butylhydroxyanisole peaks on the
Oy TUJITMAPOKCHAHU30 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 YyAep:KUBaHUSA
MUKOB  2-OyTMNTUAPOKCHAHW30a U
3-6yTHITHPOKCHAHU30JIa Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBopa AOJKHEI COOTBETCTBOBAThH
BpeMeHaM yIepKHBaHUA MUKOB
2-6yTHATUAPOKCUaHH30/1a u
3-0yTWITMIPOKCHaHU30.1a Ha
XpoMmaTorpamme pacteopa
CTaHAapTHOTO obpasua
OyTUIrMAPOKCHaHU30I1a (pazmen
«CopaepxaHue
OYTUJITHIPOKCHAHH30Ia»).
4 Average weight / Cpennss 70.1 mg /70.1 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca O167,2 Mr 10 72,8 Mr (70,0 Mr £ 4,0 %).

Remarks: The Product conforms to ND/
[pumeuanne: [IpogykT coorBeTcTBYeT Tpebosanuam HJI

Conclusion: APPROVED /
Baxaouenne: OJOEPEHO

Prepared by /
lloarorosneno: Pravesh Rana

Checked by /
LlpoBepeno: Santosh Kumar
Maurya \

Approved by: Manager/Executive /
Onobpeno: Menemmiep / PykoroanTtelb
Abhishek Chauhan |

-

Reprint Date /
Jara: 28.08.2024

Reprint Date /
Jara: 28.08.2024

Reprint Date /
Jlara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganag, India
Tel: +91 40 490C 2300, Fax: +91 40 4900 2999, Email: mail@drreadys.com
CIN: L82195AP1984PLCON4507

wwv.drreddys.com



Dr.Reddy’s ‘_'.:'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratcries Ltd.
Formulaticn Unit-6

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

CEPTUDPHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Kertopon™ Dkcnpece (ketoponak) TabneTku, Aucieprupyembie B MOJOCTH pTa, 10 mr

Batch No / 1 V2401670 Batch Quantity / : 3600000 tab /
Cepst Ne O0nbem cepuu 3600000 Tab
Analytical Report No / : 040002632015 Date of Analysis / : 28.08.2024
AHaNIUTHYeCKHH oTueT No JaTta ananu3a

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npou3BoAcTBa T'open no

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

Page4 of §/Crp. 43 8

;}0 Test / IToka3aTeJb Results / PesynbTaThl 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 Tabnerok — He Oonee * 10 %
2/20 Tabnetok — He 6onee + 20 %

5 Disintegration time / 00 min 29 sec / 00 muH 29 cex Not more than 3 min / He 6onee 3 MuH
PacnagaemocTnb

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

. C15sH3NO3+C4H [ INO3 (ketorolac
= - o,
Unit-2 / Ta6n-2 10 tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 104% 75 % Q) Ci5sH13NO3+C4H 1 1NO;
. . (keToponaka  TpOMeTaMuH)  Hepes
Unit-4 / Tabn-4 100% 5=
Unit-5 / Tabn-5 105%
Unit-6 / Tabn-6 101%

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

JncnepcHocTh 710 pm sieve is formed. / Obpasyercs
OJHOpPOJHAs CYCIIEH3HsA, IIPOXOIsmias
CKBO3b CHTO C pa3MepoM OTBEPCTUH
710 MKM.

Remarks: The Product conforms

Ipumeuanue: [Ipoaykr coorsercTByeT TpeboBanusam HJ

to ND/

Conclusion: APPROVED /
Baknarouenue: ONOBPEHO

Prepared by /
[MoarorosneHo: Pravesh Rana

Checked by /
ITposepeno: Santosh Kumar
Maurya {2

Approved by: Manager/Executive /
Ou06peHo: Meewrbp / PykosoauTens
Abhishek Chauhan

Reprint Date /
Jara: 28.08.2024

Reprint Date /
Jara: 28.08.2024

Reprint Date /
Jlata: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 4900 25800, Fax: +91 40 4900 2999, Ernail: mai!@drreddys.com

CIN: L85195AP1984PLCOD4507
www.drreddys.com




Dr.Reddy’s ';‘.

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Dr. Reddy’'s Laboratories Ltd.
Formulaticn Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoAykt: Keropon™ Dkenpecc (keToposak) TabneTku, JUCIEPrupyemeie B MOJIOCTH PTa, 10 mr

Batch No / : V2401670 Batch Quantity / : 3600000 tab /
Cepsa Ne O0BeM cepun 3600000 Tab
Analytical Report No / : 040002632015 Date of Analysis / : 28.08.2024
AHaJInTHYECKHIE 0TUeT Ne JlaTa apanunza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa nponsBoacTea I'ogen o

Analysis performed according ND / Ananus nposenen no HJL:
JIIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page5of 8/ Cip. Suz 8

8 Related impurities / PoacTBeHHBbIEC NpUMecH
ketorolac 1-hydroxy analog / Below LOQ (LOQ = 0.0032 %) / Not more than 0.5 % / He 6onee 0,5 %
l_rnﬂpo}(cua}{aﬂor Hwxe npceaena KOJIMYECTBCHHOIO
KeTopoJIaka onpenenenuns (ITKO = 0.0032 %)
ketorolac 1-keto analog/ 0.04% Not more than 0.8 % / He 6onee 0,8 %
1-keToaHaNOT KETOpONaKa
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIUHHYHas 0.01%
HEUNEHTHPUIHPOBAaHHASA
MpUMECH
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npuMeceit

9 Water / Boaa 2.6 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 Residual solvents by GC/ OcTaTouHble OpraHu4YecKHe pacTBOPUTEIH
Isopropyl alcohol / 9 pg/tab/ Not more than 350 pg/tab /
H3onponaxon 9 MKr B TabneTke He 6onee 350 MKT B TabneTke

Remarks: The Product conforms to ND/
ITpumeuanue: [poaykT coorBeTcTBYeT TpeboBaHuam HJT

Conclusion:
3akawuenne: OJOBPEHO

APPROVED /

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

[Noarorosneno: Pravesh Rana | IMposepeno: Santosh Kumar | Ouo0peno: Meneukep / Pykosouuiens
j Maurya Abhishek Chauhanl {

Reprint Date / Reprint Date / Reprint Date / L

Jarta: 28.08.2024 Hara: 28.08.2024 Hara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com

CiN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratcries {td.
Formulaticn Unit-6

Dr Redd ! "... Vili. Khol, Naiagarh Road, Baddi
® YS i ; , i,

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

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02
CEPTUOUKAT AHAJNA3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykt: Keropon™ Dkenpecc (keToponak) TabneTky, AMcneprupyemete B HonocTu pra, 10 mMr

Batch No / : V2401670 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepun 3600000 Tab
Analytical Report No / : 040002632015 Date of Analysis / : 28.08.2024
AnaiuTndecknii oTuer Ne JlaTa ananu3za

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa npousBoacrea Togen go

Analysis performed according ND / Ananu3s nposenen mo HJL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8 / Crp. 6 u3 8

11 | Microbial enumeration tests / MukpooHosioruyeckast yucrora*

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1wee yicao Menee 10 KOE/r He Gonee 1000 KOE/r
a3poOHBIX MHMKPO-
OpraHM3MOB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O61ee Menee 10 KOE/T He 6onee 100 KOE/r
YHCNO APOICKEBBIX U
TIECHEBBIX IPUOOB

c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OtcyrctByeTB 1 T OtcyTcTBHE B 1 T
12 Uniformity of dosage units / 3.0 Acceptance value (AV) not more than
OnHopoaAHOCTH 15.0 / IIpuemouHoe 3Ha4eHne (AV) He
N03UPOBAHHSA 6onee 15,0.
13 Assay / KonndecTBeHHOE 9.8 mg/9.8 Mmr From 90mg to 11.0mg of
onpeaeneHue (98.4 %) C15sH13NO3+C4H; INOs (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi(s] 11,0 MT C15H13NO3'C4H11N03
(xetoponaka tpomeramus) (ot 90,0 o
110,0 % oT 3asiBICHHOTO KOJTHYECTBA) B

TabneTke
14 | Butylhydroxyanisole 0.0928 mg/tab / Not less than 0.042 mg/tab /

content / CoaepxkaHne 0.0928 mr B TabneTke He menee 0,042 Mr B TabneTke

Oy THATHAPOKCHAHM30/1A
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumedanue: [Ipogykr cooTBeTcTBYeT TpeboBanuam HJ{ 3axmouyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manpger/Executive /
Ioarorosnero: Pravesh Rana | Ilposepeno: Santosh Kumar | Onobpeno: Meweuxep / Pykosounresb

Maurya (B Abhishek Chauhan|
_ = A

Reprint Date / Reprint Date / Reprint Date / '
Hara: 28.08.2024 Jara: 28.08.2024 Jara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Fills, Hyderabad - 500034, Telangana, India
Tel: +91 40 490C 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO24507
www.drreddys.com



Dr.Reddy’s “:’.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 2G5, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Ketopon™ Dkcnpece (keToposiak) TaGaeTku, AHCTEPrupyembie B N0J0CTH pra, 10 mr

Batch No / : V2401670 Batch Quantity / : 3600000 tab /
Cepns Ne O0BbeM cepuH 3600000 Tab
Analytical Report No / : 040002632015 Date of Analysis / : 28.08.2024
AHaJuTHYECKHH 0TYeT Ne JlaTta ananu3za

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTta nponssoacTsa T'ogen no

Analysis performed according ND / Anann3s nposegen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 70of 8/ Crp. 7uz 8

15 Package / YnakoBka

(PA/AL/PE

NPUMEHEHUIO B
KapTOHHYIO.

10 tablets in a blister of | 10 tabletsin a blister of (PA/AL/PE with

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. / ITo 10
information leaflet in a carton | Tabnertox B Oxucrepe n3 (IA/AJITID ¢
pack. / Tlo 10 Tabnerox B | Braronornotutenem/I[I1OBIT) ¢onbru //
6mucrepe uz  (TTA/AJUTID ¢ | (II9/AJT) doneru. Io 1 wim 2 GnucTepa
srnaronoriotutenem/[15BIT) ¢ HHCTPYKLHeH IO TPUMEHEHHIO B
donbru // (II5/AJ1) doneru. ITo | mayky KapTOHHYIO.

2 Omucrepa ¢ MHCTPYKUUEH mo

mauKy

16 | Labeling / MapkupoBka

According to ND / B cootBetcTBiM ¢ HJI

17 Storage conditions /
Xpanenue

Below 25 °C. / Ilpu Temnepatype He Bbilie 25 °C.

18 Shelf life / Cpok rogHoctTn

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.

* [Ipu BBINYCKeE JIEKAPCTBEHHOr0 NpenapaTa KOHTPOJIb KauecTRa o nokasartenio «Mukpoduoorudeckas
YHCTOTA» NPOBOIUTCS ANt Kaxkoil 20-0if cepuH, UMM AJIA OAHOIL cepuM B rofl, B 3aBUCHMOCTH OT TOr0, YTO

HACTYHRUT paHblle.

Remarks: The Product conforms to ND/
ITpumeuanue: ITpogykT cooTBeTCTBYET TpehoBanuam HJI

Conclusion: APPROVED /
Sakaouenue: OJJOBPEHO

Prepared by /
ToaroropneHo: Pravesh Rana

Checked by /

Tposepeno: Santosh Kumar | Onobpeno: Mewemkep / PykoBoautenn

Maurya i

Approved by: Manhger/Executive /

Abhishek Chauhan ‘|\

Reprint Date /
Hara: 28.08.2024

Reprint Date /
Jlara: 28.08.2024

Reprint Date /
Jara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabac - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCDD4507
www.drreddys.com



Dr.Reddy’s @%¢

Dr. Reddy's Laboratcries Ltd,
Formulaticn Unit-6

Vill. Khol, Najagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDiA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIM3A B e d S icom

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Dkenpecc (ketopoiiak) TabNeTkH, MCHEPTHPYEMbIE B NOJIOCTH pTa, 10 mr

Batch No / : V2401670 Batch Quantity / : 3600000 tab /
Cepua Ne O6bem cepuH 3600000 Tab
Analytical Report No / : 040002632015 Date of Analysis / : 28.08.2024
AnajuTH4ecKHii oTuer Ne Jara anannsa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npou3BoaCTBA T'onen no

Analysis performed according ND / Auanu3s nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page8of 8/ Crp. 8 3 8

API name / HaumenoBanue ADC:

Ketorolac tromethamine / Ketoponaka

Homep cepuu cyGeranunn npoussoautens [JID:

TpOMETaMMH
INN/MHH: Ketorolac / Keroponak
API manufacturer batch number / ABRH004779
Homep cepun npoussoautens ADC:
FP Manufacturer API Batch number / FERA00298

API Manufactured by & country /
Ilpoussoautens A®C, crpauna:

Dr. Reddy's Laboratories Ltd., India /
JI-p Peqnn'c JTabopatopuc JIta., Uaans

Remarks: The Product conforms to ND/
IMpumeuanue: [Ipoaykt coorsercTByer TpeboBanram H/

Conclusion: APPROVED /
Zaxmoyenne: OJJOBPEHO

Prepared by / Checked by /

TMoarotoeneHo: Pravesh Rana | INposepeno: Santosh Kumar | Omobperno: Meuefuxep / PykoBonurenb

Approved by: Mapager/Executive /

/ Maurya ®a Abhishek Chauhat J
2

Reprint Date / Reprint Date / Reprint Date /

Jara: 28.08.2024 Jara: 28.08.2024 Jlara: 28.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, India
Tel: 191 40 4900 2500, Fax: +91 40 4900 2999, Email: maii@drreadys.com
CIN: L85195AP1384PLCO04507
wyww.drreddys.com




