Dr.Reddy’s ‘%.'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Keropon® Skcnpece (keToponak) TabneTkH, AUCTIEPTHPYEMBIE B NOJIOCTH pTa, 10 Mr

Batch No / 1 V2400808 Batch Quantity / :+ 3600000 tab /
Cepus Ne Obbem cepuu 3600000 Tab
Analytical Report No / : 040002527608 Date of Analysis / : 21.05.2024
AnanuTHyecknit oryer No Jara anajmsa

Date of Manufacture / : 04/2024 Date of Expiry/ : 03/2026
Jlata npoM3BOACTBA Topen no

Analysis performed according ND / Ananns npoeegen mo HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Pagelof8/Cip. 1 u3 8

No

o Test / ITokasaTesb Results / Pezynbratsl Specification / Hopma

1 Description / Onucanune Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|' debossed on one side. /
side. / Kpyrasle, mnnockue | Kpyrisie, mnockve TabneTky ¢ $hackoii,
tabnerkn ¢ ¢ackoil, CBETNIO- | CBETIO-KENTOTO LBETA C [PAaBUPOBKOH
XKENTOro LBeTa C TPaBUPOBKOH | «I» Ha OOHOH CTOPOHE.
«» Ha ogHOI cTOpOHE.

2 Identification / [TonnuHHOCTH

Ketorolac / Kemoponak

a) ByuUv/
V@-cnexrpodoromerpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekrpsl
MOITNIOINEHKs UCIILITYEMOIO PacTBopa U
pactBopa  craHmaptHoro  ofpasua
KETOpONaKa TpPOMETAMHHA  [OJDKHBI
HWMETh MAKCHMYMBI [IPY OAHOM U TOL e
JUTHHE BOJHEI (+ 2 HM).

Remarks: The Product conforms to ND/

IIpuMevarue: TIPOAYKT COOTBETCTBYET TpeOoBauuaM H/|

Conclusion: APPROVED /
Saxmwuedne: UNUBFPEHU

JHarta: 21.05.2024

Prepared by / Checked by / Approved by: Managey/Executive /
Tlonrorosieno: Rama Kant [poeepeno: Pardeep Kumar | Omobpeno: Menemxep / PykoBoauTens

W ﬁ Abhishek Chauhan J
Reprint Date / ] | Reprint Date / Reprint Date / e [

Hara: 21.05.2024

Jara: 21.05.2024
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CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIMU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropon™ Dkenpece (keroponak) TafaeTky, AUCeprupyeMble B NoaocTyH pra, 10 mr

Batch No / : V2400808 Batch Quantity / : 3600000 tab /
Cepna Ne Q6Bem cepun 3600000 Tab
Analytical Report No / :+ 040002527608 Date of Analysis / : 21.05.2024
AnanuTHaccruil oTHer No Hara agaanza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaTa npoH3BoACTBa Tonen go

Analysis performed according ND / Auann3 nposenen mo HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022

Page2of 8/ Crp.2 u3 8

No

N Test / Ilokasarens Results / PezynbTaTsl Specification / Hopma

b) ByHPLC/B3XX Complies / CoOTBETCTBYET The retention time of the main peak on
the chromatogram of test solution
should correspond o that on  Lhe
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / BpemMsa  yAepXKMBaHUA
OCHOBHOTO MHKAa Ha XpoMaTorpamme
HCIBITYEMOTO ~ DacTBOpa  JOMKHO
COOTBETCTBOBATh BpEMeEHU
YIOEPKHBAaHWs OCHOBHOTO NHKa Ha
XpoMarorpamme pacTBopa
CTaHAapTHOTO oOpa3ua KeToponaka
TPOMETaMuHa (pazzen
«KOUYeCTBEHHOE OTIPEACICHHUE).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeqanue: [TponyxT coorrercrayer TpeboBanusam HIT 3akmogenne: OJJOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMonroroeneno: Rama Kant Iposepeno: Pardeep Kumar | Omo6peno: Menemiep/ Pykqeonurens

- 1 Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /
Hara: 21.05.2024 Jara: 21.05.2024 Jara: 21.05.2024

A}




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOHWKAT AHAJIW3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpogykKr: Keropon™ Sxenpece (keToponakx) TabneTky, AHCIEpripyeMbie B [IOJIOCTH pTa, 10 mr

Batch No / : V2400808 Batch Quantity / : 3600000 tab /
Cepusi Ne 06bem cepitH 3600000 Tab
Analytical Report No / : 040002527608 Date of Analysis / : 21.05.2024
ApanuTHyeckHii order No Jata aHAJIN32

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa NpOH3BOACTEA Toaen no

Analysis performed according ND / Ananuz nposeaen mo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Pape30f8/Crp.3 u3s 8

ﬂo Test / ITokazarensb Results / PeayabTatsl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MogiMHHOCTB butylhydroxyanisole peaks on the
Oy THATHAPOKCHAHHION 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 ylepKUBaHHs
NMKOB  2-0YTHITHApDOKCHAHM30Ma M
3-6y THATUAPOKCHARHU30]1A Ha
XpOMaTorpaMmme HCIIHITYEMOTO
pactsopa HOJDKHBL COOTBETCTBOBATH
BpEMEHaM YIOEPHKUBAHUA NHKOB
2-5yTHITUIPOKCHAHH30NA H
3-6yTiNruApOKCHAaHU30J1a Ha
XpoMaTorpamme pacTBopa
CTaHAApPTHOrO obpasna
O6yTUNTHIPOKCHAHU30NA (pazmen
«Conepxanue
GYTHITHIPOKCHAHU30IA).
4 Average weight / Cpeauss 68.6 mg / 68.6 Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Macca Ot167,2 Mr o 72,8 mr (70,0 Mr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeyanne: lpoaykr coorsercrByer Tpebosanuam HJL 3akaiodenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IToprorogneHo: Rama Kant I[Tposepeno: Pardeep Kumar | Onobpeno: Meneykep / Pf(ost}numﬂh

[ Abhishek Chauh ,

Reprint Date / Reprint Date / Reprint Date /
Jara: 21.05.2024 JHara: 21.05.2024 Hara: 21.05.2024




Dr.Reddy'’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHA®HKAT AHAJTH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIponyxr: Keropon” Sxenpecce (keroponak) tabnerky, AMCTEpripyembie B NoilocTii pra, 10 mr

Batch No/ 3 V2400808 Batch Quantity / : 3600000 tab /
Cepusi Ne Ob6bem cepun 3600000 Tab
Analytical Report No / : 040002527608 Date of Analysis / : 21.05.2024
Apanuruyecknii oruer Ne Hara aganuia

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa mpoM3BOACTBA T'onex go

Analysis performed according ND / Arasnns nposeaen mo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Paged of 8§/ Cip. 4 uz 8

PacmagaemocThb

;0 Test / TloxazaTesb Results / Pe3ynbraTs! Specification / Hopma —I
Uniformity of weight/ Complies / CooTReTCTBYET 18/20 tablets - not more than £ 10 %
OAHOPOAHOCTH MACChI 2/20 tablets - not more than + 20 % /

18/20 1abnerok — ne Gouee £10 %
2/20 Tabnerok — He 6onee + 20 %
5 Disintegration time / 00 min 19 sec / 00 Mun 19 cex Not more than 3 min / He 6onee 3 MuH

6 Dissolution / PacTBopenue

Unit-1/ Tabn-1

102% Not less than 75% (Q) of

1t _ 0,
Wi U152 99% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 98% 75% Q)  CisHiaNO3*C4HiNO3
. . (keTOponaka  TPOMETaMHH)  4epe3
Unit-4 / Tabn-4 98% 15 muH
Unit-5 / Tabn-5 96%
Unit-6 / Tabn-6 96%

C15H)3NO3*C4H) (NO3 (ketorolac

7 Fineness of Dispersion/
JucnepcHocTh

Complies / CooTBETCTBYET

A uniform suspension passing through a
710 pm sieve is formed. / OOpasyercs
ONHOPOAHAS CYCHEH3WA, MPOXOIALIAL
CKBO3b CHMTO C pasMepoM OTBEPCTHH

710 mKm.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: [TpoaykT coorpercrryer rpebosanuam HJT Sarsuoyenne: OIOBPEHO

Prepared by /
Tlogrotorneno: Rama Kant

Qo

Checked by /
[Ipoeepeno: Pardeep Kumar

Approved by: Managef/Executive /
Onobpeno: MeHene

/ PykpBouTess
AUlishiek Cliaulian i )7)

Reprint Date /
Jata: 21.05.2024

Reprint Date /
HJata: 21.05.2024

Reprint Date /
Hara: 21.05.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIU3A

Cir. fBeddy's Laboratoriss Lid

Formulation Lnisd

Vil Khol, Walagarn feao, Badd

Disth Selan, Hik, 173 20
A SEO0L-02

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tiponykt: Ketopon® Dkenpece (keroponak) TabACTKH, AMCHEPTHPYEMbIC B TOIOCTH pTa, 10 mMr

Batch No / : V2400808 Batch Quantity / : 3600000 tab /
Cepusn Ne O0bem cepHl 3600000 tab
Analytical Report No / : 040002527608 Date of Analysis / : 21.05.2024
AHATATHYECKIH oT3eT Ne Jara anannza

Date of Manufacture / 1+ 04/2024 Date of Expiry / : 03/2026
Jara npoM3BoAcTBa T'ogen o

Analysis performed according ND / Ananns nposegen mo HJL:

JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page50f8/Crp. Su3 8

8 Related impurities / PoacTBeHRbIC MpUMeECH

ketorolac 1-hydroxy analog /
1-ruApOKCHaHANOr
KeTOpOoJIaKa

ketorolac 1-keto analog/

Below LOQ (LOQ = 0.0032 %) /
Hubxe npesena Koq{iyCCTBEHHOIO
onpencacuua (ITKO = 0.0032 %)

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

Not more than 0.8 % / He 6onee 0,8 % =

1-KkeToaHanor xeTopoJsiaka 0.06 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHaA
HeuaeHTU(ULMPOBaHHas 0.02 %
NipUMeCh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CyMmMa npumeceit
9 Water / Boga 22% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHbIC OpraHU4ecKHe PACTBOPHTENH

Isopropyl alcohol /
HzonponaHon

35 pgltab /
35 MKr B TabneTke

Not more than 350 pg/tab /
He 6onee 350 MKr B TabneTke

Remarks: The Product conforms to ND/
Ipumeuanue: [IponykT cooTBeTcTBYET TpebobanuaM HJI

Conclusion: APPROVED /
3axmwuenne: OJOBPEHO

Jara: 21.05.2024

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

IMoaroroenero: Rama Kant Ipoeepeno: Pardeep Kumar | Onobpeno: Menempxep// Pykopomurens
M Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jara: 21.05.2024

Hara: 21.05.2024

Eepistared Officer 80337, Road Mo 3




D, Reddy’s Laboretories it

O Formulation Unit-G
Dr.Reddy’s €3¢ i

CERTIFICATE OF ANATYSIS
CEPTHOHUKAT AHAJTA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Sxcnpecce (keroponak) Tabnetky, aucrneprupyemsie B 1010¢TH pra, 10 mr

Batch No / : V2400808 Batch Quantity / + 3600000 tab /
Cepust Ne O6nem cepun 3600000 Tab
Analytical Report No / : 040002527608 Date of Analysis / : 21.05.2024
ARaJETHIECKANR oT4eT Ne Jata ananuza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa NpoH3BOACTBA Topen no

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

Page 6 of 8/ Crp. 6 u3 8

11 | Microbial enumeration tests / MuxpoGuoJsioruyeckas yucTora*

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

a) Total Aerobic Microbial
Count / O6mee 4xcio
a’pofHHBIX MUKPO-
OpraHH3MOB

b) Total Combined Yeast
and moulds count / Obee
YHCIIO APOAOKEBBIX H
[UIECHEBLIX TPHOOB

¢) Escherichia Coli

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Less than 10 CFU/g/
Menee 10 KOE/r

Shell be absent in 1 gram /
OtcyrcTBHe B 1 T

Absent in 1 gram /
OrcytcTByeT B 1 1

12 | Uniformity of dosage units / 6.4 Acceptance value (AV) not more than
OaHoponHocTh 15.0 / [lpuemouHoe 3HaueHue (AV) He
RO31POBAHMS 6onee 15,0.

13 Assay / KonndecTBeHHoe 9.9 mg/99 mr From 90mg to 11.0mg of
omnpeaesieHHe (99.5 %) C15sH3sNO3+C4H;NO;3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pile] 1 1,0 MI C15H13N03'C4H11NO3
{xetoponaka tpomeramuH) (ot 90,0 mo
110,0 % OT 3aABJIEHHOrO KOJHYECTRBA) B
Tabrnerke

14 | Butylhydroxyanisole 0.0934 mg/tab / Not less than 0.042 mg/tab /

content / Cogepxanue 0.0934 mr B Tabnerke He menee 0,042 mr B Tabnetke

6y THArHAPOKCHAHH3012

Conclusion: APPROVED /
Saxawuenune: OJOBPEHO

Remarks: The Product conforms to ND/
Iprumeuanue: IlpoaykT cooTBeTCTBYET TpeboBanuaM HJL

Prepared by / Checked by / Approved by: Manager/Hxecutive /

Honrorosneso: Rama Kant Iposepeno: Pardeep Kumar | Opobpeno: Menemkep//Pykopoiautesnb
Wv Abhishek Chauhan 7!

Reprint Date / T Reprint Date / Reprint Date /

Hara: 21.05.2024 Jata: 21.05.2024 Jarta: 21.05.2024




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIMU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dkcnpece (ketoponak) TabneTky, AUCIEPrupyeMble B NONOCTH pTa, 10 Mr

. 3600000 tab/ |

Batch No / : V2400808 Batch Quantity /

Cepns Ne Oonem cepiu 3600000 Tab
Analytical Report No / : 040002527608 Date of Analysis / : 21.05.2024
AnanuTHdecKHii oTuer Ne Jiara aHAa/TH3A

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa npoH3BOACTBA Tonen mo

Analysis performed according ND / Anainz nposegen no HJL:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page7 of 8/ Crp. 7 u3s 8

15 Package / Ynakoeka

10 tablets in a Dblister of
(PAJAL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with paticnt
information leaflet in a carton
pack. / Tlo 10 Tabierox B
6mucrepe uz  (ITAJAJVIID ¢
piaronornotureneM/I13BIT)

doneru // (I13/AJ1) ¢onbru. o
2 6GnucTepa ¢ HHCTPYKLMEH MO

10 tablets in a blister 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
Tabnetok B Gnucrepe uz (ITA/AJI/TID ¢
snaronorjaotutenem/II3BIT) donbru /
(TI3/AJT) donsru. ITo 1 wnu 2 6nuctepa
C MHCTpYKUHEH [0 IPUMEHEHHIO B
Hauky KapTOHHYIO.

KapTOHHY1O.

[PHMEHEHUIO B nadKy

16 | Labeling / MapknpoBka

According to ND / B cooteerctBun ¢ HJI

17 | Storage conditions /
Xpaneuue

Below 25 °C. / TIpu Temnepatype He Boime 25 °C,

18 | Shelf life / Cpok rogHocTM 2 years /2 roga

* At product release the quality control as per the parameter « Micrabial enumeration tests» is performed for

each 20th batch, or for one batch in a year whichever is earlier.

* [Ipu BBINYCKE NEKAPCTBEHHOTO NIPENApAaTa KOHTPOb Ka4YecTBAa 10 NoKasaTe o «VuKpoGHoIorHiecKas
YMCTOT2» NPOBOANTCA AN Kaxxoii 20-0if cepuu, HIIH AJIR 0AHOil cepHUA B IOl, B 3aBHCHMOCTH 0T TOrQ, 4T0

HACTYIUT PaHbIlIe.

Remarks: The Product conforms to ND/
TTpumedanue: Ipoaykr cootsercTBYeT TpeboBanmam H/L

Conclusion: APPROVED /
3akmoyenune;: OJJOBPEHO

Prepared by / Checked by /
TlogrorosneHo; Rama Kant IIpoeepeno: Pardeep. Kumar

Rt e

Approved by: ManageffExecutive /
Onobpeno: Menemxofy/ Pykoepmaress
Abhishek Chauhan

Reprint Date / v Reprint Date /
Jata: 21.05.2024 Hara: 21.05.2024

Reprint Date /

Jara: 21.05.2024
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CERTIFICATE OF ANALYSIS '
CEPTU®IKAT AHAJIA3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon™ Okenpece (keroponak) TabneTky, AUCNeprapyeMeie B NoIocTH pré, 10 mr

Batch No / : V2400808 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepun 3600000 Tab
Analytical Report No / . 040002527608 Date of Analysis / : 21.05.2024
AnanurHueckuii oruer Ne Hava aganusa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaTa npoH3BOACTBA Tonen g0

Analysis performed according ND / Ananus nposejen no HI:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page8of 8 /Cip.8 3 8

IAPI name / Haumenopauune ADC: Ketorolac tromethamine / KeToponaka
TPOMETAMMH

INN / MHH: Ketorolac / Ketoposnak o

API manufaclurer batch number / ‘ ABRH001415

Homep cepuit npomsoaurens AQC:

FP Manufacturer API Batch number / FERA00144

Homep cepuu ¢yGerauiinn npomsoantens LJIP:

API Manufactured by & country / Dr. Reddy's Laboratories Lid., India /

IMpouzsoautens ADC, crpana: JI-p Pepnu'c JlaGoparopue Jita., Humns
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Mpumeuanue: [Ipoaykr cootercrayer Tpeboanusm HIL Jaknioyenne: UJJ,Ub‘i‘El—IO
Prepared by / Checked by / Approved by: Managgt/Executive /
TloarorosneHo: Rama Kant IporepeHo: Pardeep Kumar | OnobpeHo: Menenx¢p / PykoBogurens

Abhishek Chauhan

Reprint Date / ¥ Reprint Date / Reprint Date /
Jara: 21.05.2024 Jara: 21.05.2024 Jara: 21.05.2024
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