Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND[A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOHKAT AHATN3A

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

ITpoayxr: Kevopon™ Dkcerpece (keToponak) TabnerTki, AUCHCPTHPYEMBIC B TIONOCTH PT4, 10 Mr
Batch No / : V2300001 Batch Quantity / : 36,00,000 tab /
Cepus Ne Ob6wem cepiin 36.,00,000 Tab
Analytical Report No / : 890001638293 Date of Analysis / 07.01.2023
|AnanuTryecKknii oreT Ne Hara ananusa

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
JaTa Npou3BOACTBA Touen oo

Analysis performed according ND / Ananu3 nposeaen no HJI:

JIIT-004929-011119 (amend Nel from 27.12.2021 / mamenenne Nel ot 27.12.2021)

Pagelof 7/Crp. 1 w3 7

No

Ne Test / IlokazaTtensn

Results / Pe3yabTaTht

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrasle, niockne
TabneTku ¢ dackoit, cBeTIo-
YENTOro [BeTa C FPaBHPOBKOH
«l» Ha OHOM CTOPOHE.

Light yellow round flat beveled tablets
with "|" decbossed on one side. /
Kpyr:sle, wiockne Tabnerku ¢ Gackok,
CBETIO-XKeNTOTO UBETa C rPaBUPOBKO
«l» Ha OfHOM CTOPOHE.

2 Identification / IloanurHOCTL

Ketorolac / Kemoponax

a) ByuUv/
Y ®-cnexktpooToMeTpHs

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / V®-cnekrphl
ITOTJIOEHHA UCIIBITYEMOTO PAcTBOpPA M
pacTBOpa  CTaHAaapTHoro  ofpasua
KETOpOJjiaka TPOMETaMHHa  JOJDKHBI
AMETL MAKCHMYMb! IIDY OAHOH M TOH Xe
IJIHHE BOJIHEI (£ 2 HM).

Remarks: The Product conforms to ND/
Tpumeuanue: Hponvkr coorserctayeT Tpebosansiam HIJ

Conclusion: APPROVED /
3axarouenne: OJOBPEHO

Prepared hy /
Honrorosneno: Ramakant

Checked by /
IlporepeHo: Parndeep Kumar

L

Approved by: Manager/Executive /
Opobpeno: Menemxkep / Pyxoeoaurens

Amit Kumar .-\_x h ’\—-/,

Roukod
/
Reprint Date /

Hata: 07.01.2023

Reprint Nate /
Jara: 07.01.2023

Reprint Date /
Jlara: 07.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 1900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0C04507
www.drreddys.com




Dr.Reddy’s €:¢

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
www.drreddys.com

CEPTUOUKAT AHAJIMIA

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxr: Keropon™ Sxenpece (keroponak) rabaerku, ucneprupyemsie B nonoctH pra, 10 mr

Batch No / : V2300001 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 tab
Analytical Report No / : 890001638293 Date of Analysis / 07.01.2023
AnandTHyecKni ordet Ne Hara ananmza

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
IlaTa npoH3BOACTBA ToneH no

Analysis performed according ND / Awaau3z nposenex no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel or 27.12.2021)

Page20f7/Cip.2u3 7

No

Test / [TokazaTens
Ne

Results / PesyabTarh

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 ynepxuBaHus
OCHOBHOTO TIMKa Ha XpOMaTorpamme

UCIBITYEMOTO  PacTBOpa  JOJIKHO
COOTBETCTBOBATh BpEMEHH
YIEpXHBaHH OCHOBHOIO TNWKa Ha
XPOMATOrpaMme pacTeopa
craugaprHoro ofpazua  KeTopoJlaka
TpOMETAMUHA (pa3pen

«KonmyecTeeHHoE onpe)leneuue»),

Remarks: The Product conforms to ND/
ITpumeuanue: IIpoaykr coorrercTBYET TpeboBaHusm HJJ

Conclusion: APPROVED /
3axawyenne: OJOBPEHO

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

TloarorosneHo: Eanmka.rﬁl Ilposepeno: Pardeep Kumar Onobpeno: Menemxep / Pyxosoourenn
\ 1 Amit Kumar N

Reprint Date / Reprint Date / Reprint Date /

Jara: 07.01.2023

Hata: 07.01.2023

Jara: 07.01.2023

Registored Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q':‘

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
www.drreddys.com

CEPTHO®HEAT AHAJIH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaysr: Keropon® Skenpece (keroponak) TadaeTkH, ANCTEPTHPYEMBIE B NOJ0CTH pra, 10 Mr

Batch No / ;s V2300001 Batch Quantity / :+ 36,00,000 tab /
|Cepusn Ne Obbem cepun 36,00,000 Ta6
Analytical Report No / : 890001638293 Date of Analysis / : 07.01.2023
AnannTadyeckuit oTyer Ne Jlara ananm3a

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
Jarta NpoH3BOACTEA Togen no

Analysis performed according ND / Auanus nposeach no HJ:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3menense Nel or 27.12.2021)

Page3 of 7/ Crp. 33 7

OYTHATHAPOKCHAHH30.

l:{:) Test / IoxazaTenb Results / PesynsTarhi Specification / Hopma

3 Identification Complics / CooTBeTCTBYET The  retention  times of  2-
Butylhydrexyanisole / butylhydroxyanisole and 3-
TlopHRHOCTL 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). / Bpemena yAepXHBaHHA
nukos 2-GYTMITMAPOKCHAHH30MA H
3-6yTUNrHIpOKCHaHH30M2 Ha
XpOMaTorpaMMe HCTIBITYEMOro
pacTsopa HOKHBI COOTBETCTBOBAaTb
BpEMEHaM YAEpKHBAHHS MUKOR

2-6yTHArHAPOKCHAHH3001a u
3-6yTHIrMIPOKCHAHU30ITa Ha
XpoMaTnrpaMmMe pacTBOpA
CTaHOapTHOTO ) obpasua
6yTHUNCHIPOKCHAHU301a (pazaen
«Copnepxanue

6yTHITMAPOKCHAHU30NEY).

4 Average weight / Cpenuss
macca

68.3 mg/ 68.3 mr

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Ot 67,2 Mr po 72,8 mr (70,0 Mr= 4,0 %).

Remarks: The Product conforms to ND/

[Tpumeyanwe: IIpoaykT cooTBeTCTBYET TPEGOBAHHAM HIO

Conclusion: APPROVED /
Saxmovenne: OJJOBPEHO

Prepared by / Checked by /

TloarorosneHo: Ramakant

Approved by: Manager/Executive /

TIporepeno: Pardeep Kumar Opobpero: Menemkep / PyroBoauTens

Bl <L

Amit Kumar SN2
—

Reprint Date /
Hara: 07.01.2023

Reprint Date /

JHata: 07.01.2023

Reprint Date /
Hara: 07.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanegana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emait: mail@drreddys.com
CIN: LB5195AP1984PLLCO04507
www.drreddys.com




Dr.Reddy’s Q;

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
www.drreddys.com

CEPTUOPHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dxcnpece (xeToposiak) TabNeTky, AUCOeprHpyeMbIC B NONOCTH pTa, 10 Mr

Batch No/ : V2300001 Batch Quantity / : 36,00,000 tab /
Cepusn Ne OGbeM cepiy 36,00,000 tab
Analytical Report No / : 890001638293 Date of Analysis / 07.01.2023
Ananntudecknii oryer Ne JlaTa aHATH3a '

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
Jata npoH3BOACTBA Tonen g0

Analysis performed according ND / Ananus nposeaen no HJI:
JIX1-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)

Paged4of 7/ Cip. 4 u3 7

1:.? Test / IlokasaTenn Results / PesyapTarht Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYCT 18/20 tablets - not more than = 10 %
OaHOpPOAHOCTS MACChI 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He Gonee + 10 %
2/20 Tabnetox — ne Gonee £ 20 %
5 Disintegration time / 19 sec /19 cek Not more than 3 min / He Gonee 3 Mus
Pacnapaemocthb
6 Dissolution / PacTBopeHHe Unit-1/ Ta6n-1 109 % ’ Not less than 75% (Q) of
o CisH;3NQ3+C.H; \NO;3 (ketorolac
Unit-2 { Tabn-2 M tromethamine) in 15 min / He menee
Unit-3 / Ta6bn-3 101% | 75% (Q)  CisHiaNO3+C4H iNO;s
. 5 (kcToponaka ~ TPOMETaMHH)  4Epe3
Unit-4 / Tabn-4 101% 15 romrs
Unit-5 / Tabn-5 102%
Unit-6 / Ta6n-6 100%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing througha
JlucnepcHoCTh 710 pm sieve is formed. / OBpasyercs
O[HOPOOHAA CYCIEH3HS, Npoxousias
CKBO3b CHTO C pa3sMEPOM OTBCPCTHIA
710 MKM.

Remarks: The Product conforms to ND/

TIpumeuanne: [Ipoaykt cooTBeTcTByeT TpeboBanuam HJ{

Conclusion: APPROVED /
3aknyenue: OJJOGPEHO

Prepared by /
INonrorosneHo: Ramakant

r

Checked by /
IIposepero: Pardeep Kumar

=

Approved by: Manager/Executive /
Ono6pesio: Menemxep / Pykosogurens

Amit Kumar N T
—

4 ‘-tf‘
Qo
Reprint Date /

Jaora: 07.01.2023

Reprint Date /
Jarta: 07.01.2023

Reprint Date /
Jara: 07.01.2023

Registered Office: 8-2-337, Road No. 3, 8anjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: LB5195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTTH3A

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
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegraling Tablets 10 mg
ITpoayKT: Keropon”™ Fkenpecc (KeToponak) TabneTKIs, AHCNepIipyeMEIe B IOAOCTH PTd, 10 Mr
Batch No/ : V2300001 Batch Quantity / : 36,00,000 tab /
Cepus Ne ! Q0BeM cepiit 36,00,000 Tab
Analytical Report No / : 890001638293 Date of Apalysis / 07.01.2023
Anpanurndecknii oraet Ne Jlara aHAAH3A
Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
JlaTa MPOU3BOACTEA Topen no
Analysis performed according ND / Ananus nposeies no H:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3meneniue Nel or 27.12.2021)

Page5of 7/Crp. Sus 7

8 Related impurities / PoacTeeHHbIe NTpIMECH

ketorolac 1-hydroxy analog /
1-ruapoxcuananor
xeToponaxa

Below limit of detection (LOD =
0.0010 %) / Huxe npeacna
obnapyxeHus (1O = 0.0010%)

ketorolac 1-kelo analog/

WNot more than 0.5 % / He Gonee 0,5 %

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

1-KeToaHanoT KeTOpOoJiaKa 0.03%
Any unidentified impurity / ] Not more than 0.5 % / He Gonee 0,5 %
eMHHYHAR 0.05%
HeuaeHTHOHIUPOB2HHAS
pUMECh
Total impurities / 0.1% Not more than 1.0 % / He Gonee 1,0 %
CymMma npuMeceit
9 Water / Boaa 2.0% Not more than 7.0% w/w /

He 6onee 7,0 %

10 Residual solvents by GC/ OcTaToutbie 0praHuiecKue pacTBOPHTEIH

Isopropyl alcohol /
Wrnnpanauan

6 pg/tab /6 M B Tabnete

Not more than 350 pg/tab /
He 60nee 350 Mkr B TabaeTKe

Remarks: The Product conforms to ND/
TMpumeuanne: TIPOAYKT COOTBETCTBYET Tpedosanuam HIT

Conclusion: APPROVED /
Zawmouenne: OJOBPEHO

Prepared by /
HonrorosneHo: Ramakant

Checked by /
TTpogepeno: Pardeep Kumar

./

Approved by: Manager/Executive /
Ono6peno: Mesemiep / Pykopoauress

Amit Kumar ‘\' \(/

# -¢_
QL\I.L- %
Reprint Date /

Hara: 07.01.2023

Reprint Date /
Jara: 07.01.2023

Reprint Date /
Jlara: 07.01.2023

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: L85195AP1984PLCO0C4507

www.drreddys.com

=




Dr.Reddy’s Qi"

CERTIFICATE OF ANALYSIS
CEPTH®UEAT AHAJIBA

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon™ Skenpecc (keropanax) TabaeTRY, AUCHEPIHPYEMBIC B FIONIOCTH pra, 10 mr

www.drreddys.com

Batch No / : V2300001 Batch Quantity / . 36,00,000 tab /
Cepusn N 06Dem cepun 36,00.000 Tab
Analytical Report No / :+ 890001638293 Date of Analysis / 07.01.2023
Ananuriuecknii orger No Jara anannsa

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
JlaTa NpoOH3BOACTBA Tonen no

Analysis performed a¢cording ND |/ Ananns nposefes mo H:
JIT1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page 6 of 7/ Crp. 6u3 7
-

11 | Microbial enumeration tests / MuxpoGuonoruiecKas uueroTa®
a) Total Aerobic Microbial NA Not more than 1000 CFU/g/
Count / O61uee 44CI0 He 6onee 1000 KOE/r
a3pO6HBIX MUKPO-
OpraHu3MoB
b) Total Combined Y east NA Not more than 100 CFU/g/
and moulds count / Obuiee He Gonee 100 KOE/r
YKCNO APONOKEBBIX U
ILIECHEBLIX IPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBUEe B 1 T
12 | Uniformity of dosage units / 43 Acceptance value (AV) not more than
OaHOPOAHOCTL 15.0 / IlpueMoyHOE 3HA4EHHE (AV) ne
JA03HPOBAHNS 6onee 15,0.
13 | Assay/KonuuecTBeHHOe 10.3 mg/10.3 mr From 90mg to 11.0mg of
ornpeaeneHne (102.5%) Ci1sH13NO3+C4H;NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 11O
11,0 mr Ol N0 CH [ NOs
(keToponaka Tpomeramus) (or YUU A0
110,0 % oT 3assneHHOTO KoliHuyecTea) B
TabneTke
14 | Butylhydroxyaniscle 0.0947 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0947 mr B TaneTke He menee 0,042 mr B TabieTke
6yTHIrMAPOKCHAHN30/12
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pnvevanne: [IPoayKT COOTBETCTBYET rpedosansam HJ Zaxmouenne: OJOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoprorossicHo: Ramakant IIposepeno: Pardeep Kumar Ono6peno: Meuemxep / PykopoauTenb
f.§ "]* ) 3 Amit Kumar \
1 ?L - J._ >~ N\
e Tl { —
Reprint Date / Reprint Date / Reprint Date /
Jara: 07.01.2023 Jiata: 07,01.2023 Jara: 07.01.2023

Registered Office: 8-2-337, Road Wo. 3, Banjara Hills, Hyderabad - 500034, Telangana, Iadia
Tel: +91 40 4500 2500, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




@ Dr. Reddy's Laboratories Lid
Dr. Red dy's q;’ Formulation Unit-6

2 Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND{A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOMEKAT AHAJIIBA

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

TIpoayst: Keropon™ 2kenpece (keropon aic) TAGNETIH, ANCNICPrHpYEMEIe B IONOCTH PTA. 10 mMr
Batch No/ : V2300001 Batch Quantity / : 36,00,000 tab /
Cepust Ne Obnem cepuit 36.00,000 Ta6
Analytical Report No / . 890001638293 Date of Analysis / . 07.01.2023
Anajaumirieckiii orger Ne JiaTa agaaqsa

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
JlaTa npou3BOACTBA Toxen Ro

Analysis performed according ND / Ananu3 npopeieH 1o B:

JITT-004929-011119 (amend Nel from 27.12.2021 / usmencnue Nel ot 27.12.2021)

Page 7 of 7/ Crp. 7u3 7
15 | Package/ YnakoBKa 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

(PAAL/PE with | desiccant/HDPE) foil // (PE/AL) foil. ! or
desiceant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 hblisters with patient | in a carton pack. / Tlo 10 TabneTox B
information leaflet in a carton énucrepe w3 (MA/ATVITD c
pack. / Tle 10 TabIeTOE B pnaromorsoraTenem/IISBIT) ¢onwrn //
OmicTepe 13 (MA/ATTTD ¢ | (I9/ATL) domeru. Tlo 1 umu 2 GimcTepa ©
snaronornoTuTenem/H13BI1) MHCTpYKUMEl T0 NPUMEHEHWI0 B Nadky
donbr # (I13/AT]) Gonsrn. 1o | KAPTOHHYIO-
2 Gnaciepa ¢ uucTpykunceli no

NpUMEHEHHIO B navKy
KapTOHHY!O.
16 | Labeling/MapKkuposka According to ND / B cooTBETCTBUH € HI
17 | Storage conditions / Below 25 °C. / TIpy TeMnepaType He Bblile 25 °C.

XpaHeHue

18 | Shelflife / Cpox ronHocTH 2 years / 2 roga

e

* 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.
* TIpA BLINYCKe JIEKAPCTBEHHOTO Npenapara KOHTPO.b K24ecTBa 10 MOKA3ATEN0
«MHKpPOGHOJOrHYECKAA HACTOTA) OPOBOAUTCH s kanioii 20-0i cepuy, WIH VIS OAHOIl CEPHH B IO,
B 32BHCHMOCTH OT TOF0, YTC HACTYIHT paHbile.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Tpumeuanue: [TpoayKT COOTRETCIBYET pebosannam HIL awmouerne: OJOBPEHO
Prepared hy / Checked by / Approved by: Manager/Executive /
Toarotopneno: Ramakant [Tposepeno: Pardeep Kumar Unoopeny. Mesuurep / DyropoarTet:
- ) Amit Kumar

Bukot B [
Reprint Date / Reprint Date / Reprint Date /
JMara: 07.01.2023 Jlara: 07.01.2023 Jlata: 07.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Ernaii: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



