Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Dr. Reddy's Laboratories itd
Formulation Jnit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Soian, H.P.,, 173 205, INDiA
Tal 0 +91 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoAykr: Keropon™ Dkcnpecc (keToponak) TabaeTky, AucneprupyeMble B nojiocty pra, 10 mr

BatchNo / : V2302485 Batch Quantity / : 3600000 tab /
Cepsiy Ne O0beM cepuu 3600000 Tab
Analytical Report No / : 890001706719 Date of Analysis / : 20.12.2023

| AHaJITHYECKHH oTYeT No Jara aHaaunza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npousBoacTsa I'open no

Analysis performed according ND / Anann3 nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenune Nel or

27.12.2021, namenenne Ne2 or 11.11.2022)

Page 1 of 8/ Crp. 1 m38

No

Test / ITokazaTenn
Ne

Results / Pe3ynbrath!

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrasle, IUI0CKHE
TabyneTku ¢ ackoil, CBETIO-
)KEJITOTO LBETa C IPaBUPOBKOIL
«» Ha OJHOIi CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrinsie, miockue TabneTku ¢ $packoit,
CBETJIO-XKENTOrO [BETa ¢ IpaBUPOBKOM
«l» Ha OHOM CTOPOHE.

2 Identification / ITognnHHOCTD

Ketorolac / Kemoponax

a) Byuv/
V®-criekTpodoTomMeTpusa

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-crekTpsl
TIOTJIOLIEHHS UCIIBITYEMOTO pacTBoOpa U
pacTBopa  CTaHAapTHOro  obpasua
KETOpOoJiaka TPOMETaMMHA  IOJIXKHBI
HMETh MaKCUMYMBI [IpDU OJHOM U TOM e
IUTHHE BOJHBI (+ 2 HM).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: [IponykT coorBeTcTBYeT Tpebopanuam HJI 3akiawuyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroTosneno: Ankit [TposepeHo: R K Opnobpeno: Menemxep / PykoBoaurens
! . -

/ f\/ P (’5/ Amit Kumar {\____ A
Reprint Date / - Reprint Date / Reprint Date/
Hara: 20.12.2023 Hara: 20.12.2023 Hara: 20.12.2023

Rezistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanzana, India
Tel: +91 40 4200 2900, Fax: +81 40 4900 2959, email: mailwdrreddys.com

CIN: L85195AP1934PLCCOE507
www.drreddys.com



| i
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Dr. Reddy's Laboeratories Lid
Formulation Jnit-6

Vill. Khol, Nalagarh Read, Baddi,
Disit. Selan, H.P., 173 205, INDIA
Tol: +91 02166 56001-02

www, drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkcnpecc (keTopoiiak) TabneTKH, AMCNEPrHpyeMbIe B MI0J0CTH pTa, 10 Mr

Batch No/ 1 V2302485 Batch Quantity / : 3600000 tab /
Cepun Ne O6beM cepuH 3600000 Tab
Analytical Report No / : 890001706719 Date of Analysis / : 20.12.2023
AHaJIUITHYeCKHH oTyer Ne JaTa ananuza

Date of Manufacture / : 11/2023 Date of Expiry / : 1072025
JaTa npon3BoacTBa I'onen no

Anallysis performed according ND / Ananu3 nposeaen mo HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, nzmenenune Ne2 ot 11.11.2022)

Page2 of 8/ Crp. 2 u3 8

No

No Test / IlokazaTennb

Results / Pe3ynbTaThl

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). / Bpemsa ynepxusaHus
OCHOBHOTO THKa Ha XpPOMAaTorpaMmme
HCTIBITYEMOTO ~ DacTBOpa  JOJDKHO
COOTBETCTBOBATh BpEMEHH
yOEepXKHUBaHUsA OCHOBHOTO THKAa Ha
Xpomarorpamme pacTBOpa
CTaHZapTHOro o6pasilia KeTopojaka
TpOMETaMHHa (paznen
«KOJIM4ecTBEHHOE ONPENCITEHHEN).

Remarks: The Product conforms to ND/
[Tpumeuanue: [IponykT coorBercTByeT Tpebopanuam HJJ

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
ITogrorosneno: Ankit ..

/N
B

Checked by /
ITpoBepeno: Rama Kant

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoauresns

Amit Kumar <=
/X/ /

Reprint Date / Reprint Date / Reprint Date /
Jata: 20.12.2023 Hara: 20.12.2023 Jara: 20.12.2023
Rogistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +91 40 4500 2500, Fax: +91 40 1200 2999, Email: mail@drreddys.com

CIN: L8S195AP1984P1.C004507

www.direddys.ccm




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDiA
T2i 1 +91 93166 56001-02
drredays.com

VAL

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoAykT: Ketopon™ Dkcnpecc (keToposiak) TabJIETKH, AUCTIEPrUpyeMble B TONIOCTH pTa, 10 Mr

BatchNo / : V2302485 Batch Quantity / : 3600000 tab /
Cep#a Ne O0BeM cepuH 3600000 Tab
Analytical Report No / : 890001706719 Date of Analysis / : 20.12.2023
AnaJlirH4yeckHii oTyer Ne Jara anajau3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JlaTa npoH3BOACTBA I'onen 1o

Analysis performed according ND / Ananu3s nposenen mo HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel or

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page3of 8/ Ctp.3 u3 8

No

N Test / IlokazaTennb

Results / PeaynbraThl

Specification / Hopma

Identification
Butylhydroxyanisole /
IToaIMHHOCTH

Oy THIITHAPOKCHAHHU301

3

Complies / CooTBEeTCTBYET

The  retention  times of  2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
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 ynepXHUBaHUS
NUKOB  2-OYTHITHAPOKCHAHM30MIA U
3-6yTHNTUAPOKCHaHU301a Ha
XpoMaTorpamme HCIILITYEMOTO
pacTBOpa JIOJDKHBI COOTBETCTBOBATh
BpeMeHaM yOepXKUBaHUA IIMKOB
2-6yTUNTUAPOKCHAHU301a U
3-6yTUNTMAPOKCHAHH30JIa Ha
XpoMaTorpamme pactBopa
CTaHIAapPTHOTO obpazua
OYTHITHAPOKCHUaHU30]1a (pa3nen
«Copepxanue
OYTHITHAPOKCHAHU30TIax).

Average weight / Cpeansis
macca

69.6 mg / 69.6 Mr

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Ot 67,2 Mr 1o 72,8 mr (70,0 Mmr+4,0 %).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanwue: [TponykT cooreTcTBYeT Tpebosanusam HJI 3akmouenne: OJIOBPEHO
Prepared by / \ Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Ankit ;’\ | Tposepeno: Rama Kant Onobpeno: Menemxep / PykoBoautens

(L= Amit Kumar o
Reprint Date / Reprint Date / Reprint Date/ '
Jara: 20.12.2023 Jara: 20.12.2023 Hara: 20.12.2023

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 5000324, Telangana, India
Tol: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.con

Clit: LE5185AP1934PLCO0A507

www.drreddys.com




Dr.Reddy’s “:"

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

Vill. Khof, Nalagarh Road, Baddl,
Disti. Solan, H.P., 173 205, INCiA

Tel: +91 9816€ 56001-02
CERTIFICATE OF ANALYSIS |~ o "
CEPTU®HKAT AHAJIM3A '

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dkenpecc (keToposnak) TaGaeTky, AMCNEprupyeMble B MonocTu pra, 10 mr

: 3600000 tab /

Batch No / : V2302485 Batch Quantity /

Cepng Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001706719 Date of Analysis / : 20.12.2023
AHaJIHTHYECKHIT 0TUeT Ne JaTa ananu3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jarta npousBoacrea I'onen go

Analysis performed according ND / Anann3 nposenen nmo HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, uzamenenue Ne2 or 11.11.2022)

Page 4 of § / Crp. 4 m3 8

1}00 Test / ITokazaTesb Results / Pe3ynbrats! Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OaHOpPOAHOCThL MACCh] 2/20 tablets - not more than + 20 % /

18/20 Tabnetox — He Gonee + 10 %
2/20 tabnetok — He H6onee = 20 %
5 Disintegration time / 00 min 23 sec / 00 mun 23 cek Not more than 3 min / He 6onee 3 Mun
Pacnagpaemocth
6 Dissolution / PacTrBopenne Unit-1/ Ta6n-1 97% Not less than 75% (Q) of
. C1sH13NO3*C4H 1 NO3 (ketorolac
Unit-2/ Tab1-2 97% | tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 97% 5% (Q  CisHisNO3*C4HiiNOs
. (keToponaka  TpPOMETaMHH)  dYepe3
Unit-4 / Tabn-4 98% 15 MuH
Unit-5 / Tabn-5 98%
Unit-6 / Ta6n-6 98%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
HucnepcHocTh 710 pm sieve is formed. / O6pasyercs
OIHOpOJHas CYCNEH3Hs, NpoXonsiuas
CKBO3b CHUTO C Ppa3sMepoM OTBEPCTHH
710 MKM.

Remarks: The Product conforms

ITpumeuanue: [IpoaykT cooTseTcTBYET TpebobanusaM HJT

to ND/

Conclusion: APPROVED /
3axmwouenue: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosnexo: Ankit / /\ ITpoeepeno: Rama Kant t Onobpeno: Menemkep / PykoBoautesnsb
N Amit Kumar S
Reprint Date / Reprint Date / ‘ Reprint Date/
Jara: 20.12.2023 JHara: 20.12.2023 Jlarta: 20.12.2023
Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +01 40 4900 2900, Fax: +91 40 4900 2999, tmail: maili@direddys,com

CIN: LS5195AF1584PLCO0A507
wwawv.drreddys.ccm




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Dr. Reddv's Laboratories Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P, 173 205, INDIA
Tel: +91 82166 56001-02

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TpoAykT: Ketopon® Dkcnpecc (keToponak) TableTKH, AMCIIEPIrUPYEMbIE B MOOCTH pTd, 10 mr

BatchNo/ 1 V2302485 Batch Quantity / : 3600000 tab /
Cep#s Ne O6bem cepuH 3600000 Tab
Analytical Report No / : 890001706719 Date of Analysis / : 20.12.2023
AHaJuTHYecKHi oTyeT Ne JlaTa apanuza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npoussoacrsa TI'onen no

Analysis performed according ND / Anann3 nposenen no HJI;
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel or

27.12.2021, namenenne Ne2 or 11.11.2022)

PageS5of 8/Crp. Suz 8

8 Related impurities / PoxcTBeHHbIe NpUMeECH

ketorolac 1-hydroxy analog /
1-ruapoxcHaHanor

Below LOD (LOD = 0.0010 %) /
Hioke npenena obHapyserus (ITO =

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

KeTopoJIaKka 0.0010%)
ketorolac 1-keto analog/ 0.04 % Not more than 0.8 % / He 6onee 0,8 %
1-keToaHaIor KeTopoaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
e IUHI1HAasA
HEUIEHTU(UIIUPOBAHHAS
NpHMeECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymmMa npumeceit

9 Water / Bona 2.4 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouyHble OpraHM4ecKUe pacCTBOPUTEH

Isopropyl alcohol /
Hzonponanon

13 pg/tab /
13 Mxkr B TabyieTke

Not more than 350 pg/tab /
He 6onee 350 Mkr B TabaeTke

Remarks: The Product conforms to ND/
IMpumeuanue: [Iponykt cootsercTBYET TpeboBanuam H/

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Jara: 20.12.2023

JHara: 20.12.2023

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

[Moarororneno: Ankit ZR ITpoeepeno: Rama Kan‘fq OnobpeHo: Menemkep / Pykosoauresns
P ]X !; A 7 Amit Kumar "

Reprint Date / Reprint Date / ' Reprint Date / :

Jara: 20.12.2023

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 49¢0 2999, Email: mail@drreddys.com
CIN: LS5195AP1934FLCO04507

www drreddys.com
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Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solaiy, H.P., 173 205, INDIA
Tel : -+91 93166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoAyxt: Ketopon® Dkenpece (keTopoiak) TaGneTkH, AUCTIeprupyeMele B N0JI0CTH pTa, 10 mr

BatchNo / 1 V2302485 Batch Quantity / : 3600000 tab /
Cepn Ne O0bem cepuH 3600000 Tab
Analytical Report No / : 890001706719 Date of Analysis / : 20.12.2023
AHaJIITHYECKHH oTUeT Ne Jara anainza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jata npon3BoACTBA I'open 1o

Analysis performed according ND / Ananns nposenen mo HJI:

JINI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzamenenune Nel ot

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page 6 of 8/ C1p. 6 u3 8
11 | Microbial enumeration tests / MukpoGuosiorniyeckas Yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O611ee yucio He 6onee 1000 KOE/r
a’pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obiuee He 6onee 100 KOE/r
YMCIIO APONOKEBBIX U
IUIECHEBBIX TpUGOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBUE B 1 T
12 | Uniformity of dosage units / 5.7 Acceptance value (AV) not more than
OaHOpoaHOCTD 15.0 / IlpuemoyHoe 3HaueHue (AV) He
A03UPOBAHUS 6onee 15,0.
13 | Assay/KonnuecrBeHHOe 9.9mg/9.9 mr From 90mg to 11.0mg of
onpejgesieHue (99.2 %) Cy5H3NO3°C4H; ;1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
a0 1 1,0 MI' C|5H|3NO3°C4H| |NO3
(xetoponaka tpometramus) (o1 90,0 no
110,0 % OT 3aBJICHHOTO KOJIMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0990 mg/tab / Not less than 0.042 mg/tab /
content / ConepxxaHue 0.0990 mr B TabneTke He menee 0,042 Mr B TabieTke
6y THIrHAPOKCHAHHU30/1a

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: [Ipoaykr cootBeTcTBYeT TpeboBanmam HJI 3axawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ankit ‘/f\ IIpoBepeno: Rama Kan Onobpeno: Menemxep / Pykosoaurensb
\ = ; Aduit Kumar w
o P
Reprint Date / Reprint Date / Reprint Date /
Jlara: 20.12.2023 Jara: 20.12.2023 Jlarta: 20.12.2023
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +81 40 4900 2999, Email: mail@ drreddys.com

CIN: LAS195AP1984PLCR0O4507
www.drreddys.com




Dr. Reddy’s Q':".

Dr. Reddy's Laboratories itd
Formulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INGiA
.01 aR1FE CENAT -0
crmmcATE OF avaLysIs
CEPTUOPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoAykT: Ketopon® Dkenpece (keToposak) TaGNeTkH, AUCHEprupyeMbie B nonocTi pra, 10 mr

AHaurnyeckuii oTuer Ne

BatchNo/ 1 V2302485 Batch Quantity / : 3600000 tab /
Cepmn Ne Oo6bem cepun 3600000 Tab
Analytical Report No / : 890001706719 Date of Analysis / : 20.12.2023

JarTa anajaun3a

Jara npoussoacTBa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025

T'onen go

Analysis performed according ND / Anann3 nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

27.12.2021, namenenue Ne2 ot 11.11.2022)

Page 7 of 8 / C1p. 7 m3 8
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin 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. / Ilo 10
information leaflet in a carton | Ta6nertok B 6ymctepe u3 (ITA/AJVIID ¢
pack. / Tlo 10 Tabserok B | Bnaromornorutenem/IIOBIT) donbru //
6mucrepe w3 (MMA/AJI/IID ¢ | (IT3/AJT) ponbru. o 1 wiu 2 Gnucrepa
prarororsotutenem/[19BI) C HWHCTPYKLMEH [0 TNPUMEHEHHIO B
¢onbry // (II3/AJT) doneru. Ilo | mauxy KapTOHHYIO.

2 6nucrepa ¢ MHCTPYKUMEH no
NPUMEHEHHIO B nayky
KapTOHHYIO.

16 | Labeling / MapkupoBKa

According to ND / B cootBetcTBuH ¢ HJ|

17 | Storage conditions /
XpaHeHHe

Below 25 °C. / llpu temneparype He Boiie 25 °C.

18 | Shelf life / Cpok roanocrtu

2 years / 2 rozna

* 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 BbIMyCKe JIEKAPCTBEHHOTO MpenapaTa KOHTPOJ/Ib KauecTsa Mo nokasatenio «MukpoGuonoruyeckas
YUCTOTA» MPOBOAMTCS AJsI KAX10ii 20-0ii cepuu, UK JJIS OHOI cepUH B rofl, B 3aBHCHMOCTH OT TOr0, 4TO

HACTYNHUT paHbLIe.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeyanue: [Ipoaykr coorsercTByeT TpeboBanuam HJI 3axiawyenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosieHo: Ankit /g\ [Tporepeno: Rama Kant Ono6peHo: MeHekep / PykoBoauTens

(N~ - , Amit Kumar S L
Reprint Date / Reprint Date / ' Reprint Date/
Hara: 20.12.2023 Hara: 20.12.2023 Jara: 20.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +0 1 40 4900 2900, Fax: +91 40 4900 2999, Emait: mail@drreddvs.com

CIN: L35195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Dr. Reddy's Laboratories Lid
Formulation Jnit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.2, 173 205, INDIA

w.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoAaykr: Keropon® Dkcnpece (keToposak) TabneTkH, AUCTIEPTHPYEMBIC B NOJIOCTH PT4, 10 mMr

Batch No / : V2302485 Batch Quantity / : 3600000 tab /
Cepus Ne O6pem cepHu 3600000 Tab
Analytical Report No / : 890001706719 Date of Analysis / : 20.12.2023
AHaJMTHYECKHI 0TYeT Ne JlaTra anajau3a

Date of Manufacture / : 11/2023 Date of Expiry / : 1072025
JaTa npoH3BoACTBA TI'ogen mo

Analysis performed according ND / Auanus nposeaen mo HJI:

JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3meHeHne Nel or

27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page 8 of 8/ Crp. 8 m3 8

API name / Haumenosanue A®C:

Ketorolac tromethamine / KeToponaka

Homep cepun cyGeraHuun npoussoautens LJID:

TPOMETaMHH
INN/ MHH: Ketorolac / KeToponak
API manufacturer batch number /
Homep cepuu npoussogutens ADC: ROHIoR01 2
FP Manufacturer API Batch number / FEQA00567

API Manufactured by & country /
Ipoussoantenb APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pennu'c JJabopatopuc Jita., MHaus

Remarks: The Product conforms to ND/
IMpumeuanue: Ilpoaykr coorBeTcTBYeT TpeboBanram HJT

Conclusion: APPROVED /
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