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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTHO®UKAT AHAJINU3A

Distt. Solan, H.P., 173 205, INDIA
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon” Dxenpece (keToposak) TabneTky, AMCHEpPrupyemMble B MOIOCTH pTd, 1

L E =< SFE

www.drreddys.com
0 mr

Batch No / : V2200326 Batch Quantity / : 252.000 KG
Cepusn Ne O0BeM cepun

Analytical Report No / : 890001578805 Date of Analysis/ : 16.03.2022
AnanutndecKuii oTyer Ne JlaTa ananusa

Date of Manufacture / : Jan-2022 Date of Expiry/ : Dec-2023
JlaTa npoH3BoOJCTBA T'open xo

Analysis performed according ND / Anaju3s npoBejeH 1o HJI: JIT1-004929-011119

Page1of 6/Ctp. 1136

V®-cnektpodhoToMETpUs

No . :
N Test / [loxasaTenb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on ome side. /
side. / Kpyrasie, miockue Kpyrubie, nockue TabneTku ¢ Gpackoi,
TabneTky ¢ dackoi, cBeTO- CBETJIO-KENTOrO 1IBETa C IPaBUPOBKOM
EJITOro LIBETa C TPaBMPOBKOM «l» Ha OJIHOW CTOpPOHE.
«l» Ha OIHOH CcTOpOHE.
2 Identification / IToaMMHHOCTD
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®-cnekTphl
MOIJIOIIEHNS UCTILITYEMOrO PacTBopa M
pacTBopa  CTaHjapTHoro  ofpasua
KETOpojiaka TpPOMETaMMHA  JOJDKHBI
HUMETb MAKCHMYMBbI TIpH OJIHOM ¥ TOH e

JUTUHE BOJHBI (+ 2 HM).

Remarks : The Product conforms to ND/
Tpumeuanue: [IpoaykT COOTBETCTBYET Tpebopanusam HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [IpoBepeHo: Onobpeno: Menemiep / f}}z‘KOBU}J.HTBJTL
Ankit % Naresh Kumar @/ Pavan Kumar Sharma « g/;/;,.-
Print Date / Print Date / Print Date /

JHara: 16.03.2022 Jara: 16.03.2022 Jlara: 16.03.2022

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
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CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
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Hpoayxr: Ketopon® Dkenpecc (ketoponak) TabneTku, AUCneprupyemsie B NOJIOCTH pTa,

Batch No / : V2200326 Batch Quantity / : 252.000 KG
Cepns Ne O0beM cepun
Analytical Report No / : 890001578805 Date of Analysis / : 16.03.2022

AHanuTHYeCKUui oTyeT Ne

Jlara aHaym3a

Date of Manufacture /
JaTa npoussoacrea

: Jan-2022

Date of Expiry / : Dec-2023
T'omen no

Analysis performed according ND / Anann3 nposeaen no HJI: JIT1-004929-011119

Page2of 6/ Crp. 213 6

No

Test / [Toka3aTesb
No

Results / PesyabTaTh!

Specification / Hopma

b) By HPLC / BXXX

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). / Bpemsas yIepXUBaHHA
OCHOBHOTO TMHKa HAa XpOMaTorpaMMe
UCIEITYEMOTO  pacTBopa  JOJDKHO

COOTBCTCTBOBATH BpEMEHU
YAEp)KYMBAHHASL OCHOBHOIO IIHKa Ha
XpoMaTorpaMme pacTBOpa
CTaHAAPTHOIO 06pa3ua KE€TOpOJaKa
TpOMETaMHHa (pa3)1en

«KonuuecTBeHHOE onpeneneﬂne»).

Remarks : The Product conforms to ND/
Ipumeuanue: ITpoaykT coorBeTcTBYeT Tpebosanmsam HII

Conclusion : APPROVED /
axaruenne: OJJOBPEHO

Hara:; 16.03.2022

Jara: 16.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosiieHo: IIpoBepeHo: @; Ono6peno: Menemxkep / Pw-.oaom Tellb
Ankit @ Naresh Kumar = Pavan Kumar Sharma f.,. —

b= | —=
Print Date / Print Date / Print Date /

Jata: 16.03.2022

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
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxyxt: Keropon” Dkenpece (keToposak) TabneTkH, AHCIEPrupyeMble B MOIIOCTY PTa, 10
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Batch No/ : V2200326 Batch Quantity / : 252.000 KG
Cepus Ne O0bem cepun

Analytical Report No / : 890001578805 Date of Analysis / : 16.03.2022
AnajaTHYecKHH oTueT No Jarta apanusa

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTa npou3BoACTBA Toaen no

Analysis performed according ND / Anamus nposeaen no HJL: JIM1-004929-011119

Page3of 6/Crp.3u36

No

No Test / Iloka3aTenb

Results / PesyabTarsl

Specification / Hopma

Identification
Butylhydroxyanisole /
IMoaanHHOCTD

Oy THJTHAPOKCHAHH301

3

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 y#epXHBaHUA
AMKOB  2-OyTHITMAPOKCHAHM30Mla U
3-0yTUATHUIPOKCHAHHU30Ma Ha
Xpomarorpamme HCIILITYEMOTO
pacTBOpa AOJDKHBI COOTBETCTBOBATH
BpeMeHaM yaep)KHBaHUA TTHKOB
2-Gy THITHAPOKCHAHU301A u
3-0yTHITHAPOKCHAHH3011a Ha
XpoMarorpamme pacTBopa
CTaHapTHOTO obpa3ua
OYTMArMAPOKCHAHH301a (pa3pen
«ConepxaHue
OyTHIrMAPOKCHAHH30MA).

Average weight / Cpeansist
macca

70.2 mg/ 70.2 Mr

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

Uniformity of weight /
OnHOpPOAHOCTHL MACCh]

Complies / COOTBETCTBYET

18/20 tablets - not more than = 10 %
2/20 tablets - not more than = 20 % /
18/20 Tabnetok — He Gonee +10%
2/20 Tabnetok — He Gonee £ 20 %

Remarks : The Product conforms to ND/
[Tpumeuanue: [Tponykr coorBeTcTRyeT TpebosanusM HJI

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TonroroBneHo: ITposepeHo: / Onobpeno: Menemxkep / Pykasoanresnt
Ankit @ ) . Naresh Kumar = Pavan Kumar Sharma :‘L{; ——
Print Date / Print Date / Print Date /

Hara: 16.03.2022 JTata: 16.03.2022 Jlara: 16.03.2022

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
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
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Ipoayxr: Keropon™ Dkcnpecc (keTopoiak) TaBNeTKH, THCTIEPrHPYEMBIE B MTOJIOCTH PTa,

Batch No / : V2200326 Batch Quantity / : 252.000 KG
Cepus Ne O0bem cepud

Analytical Report No / : 890001578805 Date of Analysis / : 16.03.2022
ApannTrdeckuii oTyer Ne JlaTa ananusa

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
Jlara npou3BOACTBA T'omen no

Analysis performed according ND / Anajns npose/ieH no HJI: JIT1-004929-011119

Page4 of 6/ Crp. 413 6

1;.00 Test / [loxazaTenb Results / PesyabTarsl Specification / Hopma
5 Disintegration time / 00 min 20 sec / 00 mun 20cex Not more than 3 min/ He 6onee 3 mun
Pacnagaemoctb
6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 101% Not less than 75% (Q) of
. C15H13NO3+C4H(1NO; (ketorolac
Unit-2 / Ta6n-2 L0 tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 102% | 75% (Q)  CisHisNOs*CsHiNOs
) . (keToponaka — TPOMETAMMH)  4Yepes
Unit-4 / Tabn-4 100% 15 MHH
Unit-5 / Tabn-5 101%
Unit-6 / Tabn-6 103%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHOCTD 710 pm sieve is formed. / Obpazyercs
ONIHOpPOJHAS CYCTIEH3HUs, NPOXOsALIas
CKBO3b CHMTO C pPa3sMepoOM OTBEPCTHH
710 MKM.
8 Related impurities / PoacTBeHtbIe MPUMECH
ketorolac 1-hydroxy analog/ Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-ruapoKcuaHamor
KeTopoJlaKa
ketorolac 1-keto analog/ 0.05% Not more than 0.5 % / He Gosee 0,5 %
1-keToaHanor KeTopoaka
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuanue: ITpoaykt coorserctayer Tpebopanuam HJL 3akaouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBIEHO: [IpoeepeHo: @/ OnoGpeno: Menekep / Pykoonureib
Ankit (&, 2 Naresh Kumar Pavan Kumar Sharma [«w—— e
,,-’d--"'"’rr
Print Date / Print Date / Print Date /
Jara: 16.03.2022 Hara: 16.03.2022 Jara: 16.03.2022
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Hpoaykt: Ketopon" Dkenpece (KeToponak) TabIeTKH, AHCIEPrUpyEMbIE B TIOJIOCTH pTa, 10 mr

Batch No / : V2200326 Batch Quantity / : 252.000 KG
Cepusa Ne Oo0Bem cepun

Analytical Report No / + 890001578805 Date of Analysis / : 16.03.2022
AHajnTH4YecKHii oTyeT Ne JlaTa aHanu3za

Date of Manufacture / : Jan-2022 Date of Expiry/ : Dec-2023
Jdara npousBojcTBa T'onen no

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

Page S of 6/ Crp. Su3 6

No

N Test / IToka3aTenb Results / PesyabTaThi Specification / Hopma
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
€AMHHYHas 0.04%
HeHaenTHOUHHPOBaHHAA
npUMech
Total impurities / 0.3% Not more than 1.0 % / He dosee 1,0 %
Cymma npumeceii

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

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OPraHH4YecKHe pacTBOPHTE/TH

Isopropyl alcohol / 3ug/Tab Not more than 350 pg/tab /
Hzomponadon He Gosee 350 MKr B TabaeTKe

11 Microbial enumeration tests / Mnkpo61oa0ruyeckas 4UucToTa

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obuiee 9ucno Menee 10 KOE/r He 6onee 1000 KOE/r
a’pOOHBIX MHKDO-

OpraHU3MOB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Od1wee Menee 10 KOE/r He 6onee 100 KOE/r

YHCIIO APOAOKEBLIX U
TUTeCHEBBIX IPUOOB

c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTcyTCTBYET OrcytctBHE B 1 T
12 Uniformity of dosage units / 6.8 Acceptance value (AV) not more than

OnHOPOAHOCTD 15.0 / Ilpuemounoe 3HaueHne (AV) He

JA03UpPOBAHHS donee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: Mpoaykr coorBeTcTBYeT Tpebopanuam HJI 3axmouenue: OTIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: IIposepeHo: C Opobpeno: Menekep / PVkpBO,[lli]‘Lﬂh
Ankit @f Naresh Kumar S Pavan Kumar Sharma JMM
Print Date / Print Date / Print Date /
Jara: 16.03.2022 Jara: 16.03.2022 Jara: 16.U3.2022
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Ipoayxr: Ketopon™ Dkenpecc (keToposiak) TableTky, IMCIEPripyeMble B MOJIOCTH PTa, 10 mr

Batch No / : V2200326 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepuu
Analytical Report No / : 890001578805 Date of Analysis/ : 16.03.2022

ApanuTHyeckuii oryer Ne

Jarta ananausza

Date of Manufacture /

Jata npou3BoacTBa

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

Tomen no

Analysis performed according ND / Anasns nposenen mo HJI: JII1-004929-011119

Page 6 of 6/ CTp. 6 3 6

i.? Test / IlokasaTeb Results / PesynsTaThl Specification / Hopma
13 Assay / KonnuecTBeHHOE 10.0 mg/ 10.0 mr From 90mg to 11.0mg of
onpejesieHue (100.0%) C15H13NO3°C4H; INO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
a0 1 1,0 Mr C15H13NO3’C4H1 1NO3
(keroponaka TpometamuH) (ot 90,0 mo
110,0 % oT 3asiBNIEHHOT0 KOJIMYECTRA) B
TabneTke
14 | Butylhydroxyanisole 0.0920 mg/tab / Not less than 0.042 mg/tab /
content / Coaep:xaHune 0.0920 mr B Tabnerke He menee 0,042 mr B TadneTke
OyTHATHAPOKCHAHHM30/1a
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsina 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 | Tabnerok B Gnmctepe n3 (ITA/AJUIID ¢
pack. / Tlo 10 Tabnerox B | Bnaromornorurenem/IISBII) ¢onwru //
omucrepe w3 ([TA/AJI/ITD ¢ | (II5/AJ) dpomnsru. ITo 1 nnu 2 Gnrctepa
snaronornorurenem/TI3BIT) C HHCTpyKIMell 1o NpHMEHEHHIO B
doneru // (IT2/AJ]) doneru. Ilo | na4ky KapTOHHYHO.
2 6muctepa ¢ HHCTPYKLMEH no
NPUMEHEHHUIO B navKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B coorsercTeru ¢ HJI
17 | Storage conditions/ Below 25 °C. / Tlpu Temniepartype He Boile 25 °C.
Xpanenue
18 | Shelf life / Cpok roanoctu 2 years / 2 rofa
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: IIpoxykT cooTBeTcTBYET TpeboBanuam HJI 3axmiouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: [MpoBepeno: - £y Onobpeno: Menemxep / PykoBoautens
Ankit 6_\: Naresh Kumar 2o Pavan Kumar Sharma '( ——
Print Date / Print Date / Print Date / -
Jara: 16.03.2022 Hata: 16.03.2022 Jara: 16.03.2022
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