Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories itd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHO®HKAT AHATM3A

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

Ter—=+51 98166 5600102 —

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

i www.drreddys.com
Mpoaykr: Ketopon® Dxcnpece (keToponak) TabneTki, AHCHEPripyemMble B NOJIOCTH PTa, V0 ar
Batch No / : V2200053 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepuu
Analytical Report No / : 890001575544 Date of Analysis/ : 28.02.2022
AHanHTH4YEeCKH oT4yeT No JlaTa ananausa
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa npon3BoACTBA T'onen mo
Analysis performed according ND / Anaau3 nposeaen mo HJI: JI[1-004929-011119

Page1of 6/ Crp. 1 u3 6

V®-cnekrpodoTomeTpus

i:) Test / Iloka3zaTesb Results / Pe3yabTarthi Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrnsle, miockue Kpyrible, minockue TabneTkH ¢ hackok,
Tabnetku ¢ packoH, cBETIO- CBETJIO-KEATOrO IBeTa C IPaBUPOBKOM
eJITOro LIBETA ¢ rPaBUPOBKOI «l» Ha OIHOM CTOpOHE.
«l» Ha OHOM CTOPOHE.
2 Identification / [lognuHHOCTL
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). / Y®-cnexTpsl
NOMIOLIEHMS HCTIBITYEMOTO pacTBOpa M
pacTsopa  CTaHAapTHOro  ofpasua
KETOpOJIaka TPOMETAMMHA  JOJDKHBI
UMETh MaKCHUMYMBbI IPU OJHOM U TOH xe
IUTUHE BOJIHBI (& 2 HM).

Remarks : The Product conforms to ND/

Ipumeuanue: IIpoaykT coorBercTByeT Tpebosanusim HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: ITporepeHo: ) Ono6pero: Menemxdp / Pykopoauress
Ankit ( (} ) Pardeep Kumar ¢ ;{__,__ Abhishek Chauhan l

Print Date / Print Date / Print Date /

Jara: 28.02.2022 JHara: 28.02.2022 JlaTa: 28.02.2022

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
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Dr. Reddy S Q.’. CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHOUKAT AHAJIH3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ks w% HET00 SRUUEHE
Hpoaykr: Keropon™ Dkenpece (keToponaKk) TabNETKH, ANCTICPIHpYEMBIC B HOJ\{vag%dbgreaL?dlyé.cMorm
Batch No / : V2200053 Batch Quantity / : 252.000 KG
Cepus Ne O0beM ceplil

Analytical Report No / : 890001575544 Date of Analysis / : 28.02.2022
AHAJNHTHYECKHH 0TUeT Ne Jara ananusa

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTa npou3BOACTBA T'open no

Analysis performed according ND / Ananus npoBe/ieH no HJL: JII1-004929-011119

Page 2 of 6/ Crp. 2 u3 6

No

Test / [Toka3zaTeuanb
Ne

Results / PesynbTaThl

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  yAepXMBaHHA
OCHOBHOI'O THK2 HAa XpOMarorpamme
MCNBITYEMOTO0  pacTBopa  HOJDKHO
COOTBETCTBOBATh BpEMEHH
yIepKUBAaHUs OCHOBHOTO MHKa Ha
XpoMaTorpamme pacTBOpa
CTaHAapPTHOTO KETOpoJaKa
TpOMeTaMHHa (pazzmen
«KONUIECTBEHHOE OTIPESAEIIEHHED).

obpasla

Remarks : The Product conforms to ND/

ITpumeuanue: [TpoayKT COOTBETCTBYET tpebosarnsy HJT

Conclusion : APPROVED /
Zakarouenue: OJOBPEHO

Jara: 28.02.2022

Jara: 28.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBaeHO: IpoepeHo: Ci/ Onobpeno: Menemwxgp / PykoBoaurenb
Ankit GX/ Pardeep Kumar " - Abhishek Chauhan L__ | !

Print Date / Print Date / Print Date /

Jara: 28.02.2022

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: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTH®HKAT AHAJIM3A

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

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

Tei~+91 98166 5500102
www.drreddva.com
10 mr

Mpoaykr: Ketopon" Dkenpece (keToponak) TabaeTkil, AHCMCPrHpyeMble B NOJIOCTH PTd,

Batch No / : V2200053 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepun

Analytical Report No / : 890001575544 Date of Analysis / : 28.02.2022
AHaJuTHYecKHAN oT4yeT Ne Jlara aHajn3a

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
Jdata npoH3BoOACTBA Togen no

Analysis performed according ND / Ana/1u3 nposeien no H/I;: JI11-004929-011119

Page3 of 6/ Ctp.3 3 6

No

No Test / [loxa3aTeanb

Results / PesyasTaTnl

Specification / Hopma

3 Identification
Butylhydroxyanisole /
IMopuHHOCTH

6y THIrHAPOKCHAHH30JT

Complies / CooTBeTCTBYET

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 yAepXWUBaHUA
MHKOB 2-OyTHITHAPOKCHAHW30MA |
3-GyTHITHIPOKCHAHU30]1a Ha
XpoMaTorpamMme UCTIBITYEMOTO
pacTBOpa JHOJDKHBI COOTBETCTBOBATH
BpeMEHaM yIepKUBaHUA TIMKOB
2-0yTUArHAPOKCHAHHU30JIa u
3-6yTHArMAPOKCHAHH30/1a Ha
XpOMaTorpaMMe pactBopa
CTaHAAPTHOTO obpasna
OyTIWIrHAPOKCHAHU30JIA (pasnen
«CopepxaHue
OyTHITHIPOKCHAHH30JIA).

Average weight / Cpennsis
Macca

70.1 mg/70.1 mr

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Ot167,2 Mr go 72,8 mr (70,0 Mr 4,0 %).

Uniformity of weight /
OaHOPOIHOCTh MACChI

Complies / COOTBETCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnerox — He 6Gonee + 10 %
2/20 Tabnerok — He 6onee £ 20 %

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Remarks : The Product conforms to ND/
[Mpumeuanue: [Tponykr cootBercreyer Tpedoranusm HJT

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroToBneHo: - [TposepeHo: (_J“___/ Onobpeno: Menekep / PykoBoauresnb
Ankit / ,Jfl Pardeep Kumar = Abhishek Chauha i l

Print Date /
IaTa: 28.02.2022

Print Date /
Jara: 28.02.2022

Print Date /
JlaTa: 28.02.2022

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: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHOUKAT AHAJIN3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg el S I8IED S0UUI-U2
T i . . ’ www.drreddys.com

Hpoayxt: Ketopon” Drenpece (ketoponak) TabneTKy, JCreprupyemblie B MOJOCTH PTd. Yo §or

Batch No / : V2200053 Batch Quantity / : 252.000 KG

Cepus Ne O0beM cepum

Analytical Report No / : 890001575544 Date of Analysis / : 28.02.2022

AHANUTHYCCKHH oTueT No JlaTa aHaausa

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023

Jdara mpoH3BOACTBA Tonen no

Analysis performed according ND / Ananus npoBejieH no HJI: JIT1-004929-011119

Page40f6/C1p.4u3 6

1;.:) Test / [Toka3zaTenb Results / Pe3yabTaTht Specification / Hopma
5 Disintegration time / 00 min 28 sec / 00 muH 28cek Not more than 3 min / He 6onee 3 Mun
PacnapaemocThb
6 Dissolution / PacTBopenne Unit-1/ Tabn-1 103% Not less than 75% (Q) of
. C15sH13NO3*C4H 1 NO3 (ketorolac
Unit-2 / Tabn-2 i tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 101% 75% (Q)  CisHisNO3*C4H1NOs3
. . (keToponaka  TPOMETaMHMH)  Hepes
Unit-4 / Tabn-4 99% 15 MuH
Unit-5 / Tabn-5 98%
Unit-6 / Ta6n-6 97%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHOCTh 710 pm sieve is formed. / Obpasyercs

OJIHOPOIHAS CYCHEH3MA, NPOXOAsmast
CKBO3b CUTO C Pa3MepoM OTBEPCTHH
710 MKM.

8 Related impurities / PoacTBeHHbIe IpHMeCH

ketorolac 1-hydroxy analog /
1-rugpoxcuaHanor
KeToponaKa

ketorolac 1-keto analog/
1-KeToaHaIOT KeTOpoaKa

Any unidentified impurity /
e NMHMYHAsk
HeHIeHTH(HULIUPOBAHHAS
npUMech

Less than LOQ (L0OQ:0.0032%)

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

0.05%

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

0.03%

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

Remarks : The Product conforms to ND/
[MTpumeuanue: IIpoyKT COOTBETCTBYET tpebosanuam HJI

Conclusion : APPROVED /
3aawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: IIposepeno: OnpobpeHo: Menemxep/ PykoBoauTep
Ankit é/ A Pardeep Kumar =4 Abhishek Chauhan ’

Print Date / Print Date / Print Date /

JaTa: 28.02.2022 Jara: 28.02.2022 Jara: 28.02.2022

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: L85195AP1984PLC0O04507
www.drreddys.com




‘. ® Dr. Reddy's Laboratories Ltd.
/ °@® Formulation Unit-6
Dr. Reddy S -. CERTI FI(‘J\—I‘E OF .&N—\L‘ISIS Vill. Khol' Na|aga|’h Roadl Badd|'

CEPTHOHKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg TR SE LB S

- " = www.drreddys.com
[ Mpoxyxr: Ketopon Jkenpece (KeToporiak) TabneTky, AHCnepripyemble B NOJOCTH Prd, 10 M
Batch No / : V2200053 Batch Quantity / : 252.000 KG
Cepus Ne Qo0BeM cepum
Analytical Report No / : 890001575544 Date of Analysis / : 28.02.2022
ApaauTHdecKui oTueT Ne JaTa agajamsa
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa nipou3BOACTBA Tonen ao
|Analysis performed according ND / AHa/1n3 npogejen no HL: JIT1-004929-011119

Page5of 6/ Ctp. S u3 6

No

No Test / ITokazaTe/b Results / PesyabTarsl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumMeceit

9 Water / Boaa 1.9% Not more than 7.0% wi/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouyHbie OPpraHH4ecKie pacTBopHTe/1d

Isopropyl alcohol / 4png/Tab Not more than 350 pg/tab /
H3onponaHon He 6onee 350 Mkr B TabneTke

11 | Microbial enumeration tests / Mukpo61onornyeckas YucToTa

a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / Obuiee uncno Menee 10 KOE/r He 6onee 1000 KOE/r
a3po6OHBIX MHKpPO-

OpraHu3MoB

b) Total Combined Yeast Less than 10 CFU/g/ Not more than 100 CFU/g /
and moulds count / Obmee Menee 10 KOE/r He 6onee 100 KOE/r

YUCIO APOAOKEBBIX
TUIECHEBBIX IPUbOB

¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCyTCTBYET OtcytctBUe B 1 T
12 | Uniformity of dosage units / 3.6 Acceptance value (AV) not more than

OaHOpoaHOCTDL 15.0 / [ipuemouHoe 3HaueHue (AV) He
A03UpOBaHUSA Gonee 15,0.

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

[Tpumeuanue: I1poayKT COOTBETCTBYET TpeboBanuam HJI 3akmouenue: OJIOBPEHO

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

IToarotosneHo: P [poeepeHo: 4 Onobpeno: Menemkgp / PykoBonuTeis

Ankit [ ,E\ Pardeep Kumar Abhishek Chauhan @ !

Print Date / Print Date / Print Date /

Jlara: 28.02.2022 Jara: 28.02.2022 Jara: 28.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyd=rabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s ‘_‘.’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUDPUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg x&vjzﬁjﬁs csfm e ‘
Hpoxykt: Ketopon® Dkcnpece (keToposak) TabneTku, IMCIEprupyemble B NOJIOCTH PTa, 15 Mr

Batch No / : V2200053 Batch Quantity / : 252.000 KG

Cepus Ne O6bem cepin

Analytical Report No / : 890001575544 Date of Analysis / 1 28.02.2022
AHaauTHYeCKHi oTyeT No JlaTa anaausa

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023

JlaTa npou3BoaCTBa Tonen no

Analysis performed according ND / Auaans nposeaen no HJI: JII1-004929-011119

Page 6 of 6/ C1p. 613 6

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnetox B

1;.:) Test / [TokazaTtenan Results / PesynbTaThl Specification / Hopma
13 Assay / KosinuecTBeHHoOe 10.1 mg/ 10.1 mr From 90mg to 11.0mg of
onpeaeeHne (100.8%) C15H13NO3C4H | (NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi(e] 1 1,0 MI' C15H|3NO3°C4H[1N03
(xeToponaka Tpomeramud) (ot 90,0 1o
110,0 % OT 3asABJIEHHOTO KOJNYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0927 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxxaHue 0.0927 mr B TabJseTke He menee 0,042 Mr B TabneTke
Oy THITHAPOKCHAHN30]12
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin ablister of (PA/AL/PE with

desiccant/HDPE) foil // (PE/AL) foil. 1
or 2 blisters with patient information
leaflet in a carton pack. / Ilo 10
tabnerok B Gauctepe u3 (IIA/AJI/IID ¢
pinaronornorureneM/II3BII) donbru //

omucrepe w3 (TTA/AJI/IID ¢
piaronornotureaem/[12BIT)
¢oneru // (I19/AJI) dponeru. Ilo
2 GnucTepa ¢ MHCTpyKUHEH IO
NPUMEHEHUIO B nauKy
KapTOHHYIO.

According to ND / B cootsetcteuu ¢ HJ{

(I13/AJ) dponbru. Io 1 win 2 6nuctepa
¢ MHCTPYKUMENW M0 TPUMEHEHMIO B
Ma4yKy KapTOHHYIO.

16 | Labeling / MapkupoBka

17 | Storage conditions/ Below 25 °C. / TIpu TemnepaType He Bbiie 25 °C.

XpaHeHue

2 years / 2 roza

18 | Shelf life / Cpox rogsocTu

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Remarks : The Product conforms to ND/
[pumeyanue: [Ipomykr cootBetcTBYeT TpeboBanuam H/I

Prepared by / Checked by / Approved by: Manager/Executive /
[oarotoBneHo: ., [posepeHo: Ai—/ Ono6peno: Menemkep / PykgeoanTtesns
Ankit (/ IQ/ Pardeep Kumar —4—— Abhishek Chauhan ?

Print Date / Print Date / Print Date /

Hara: 28.02.2022 Jara: 28.02.2022 Mara: 28.02.2022

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



