Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dxcrpece (keToposnak) TabIeTKu, ANCHEPrHPYEMBIC B MIOJIOCTH PTa, 10 mr

Batch No / : V2400008 Batch Quantity / :+ 3600000 tab /
Cepha Ne O6beM cepHH 3600000 Tab
Analytical Report No / : 890001712152 Date of Analysis / : 17.01.2024
AunajuTHyecknii ordyer Ne Jara anaynu3a

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
JdaTa npoH3BOICTBA T'ogen oo

Analysis performed according ND / Ananus nposeaen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or

27.12.2021, usmenenne Noe2 or 11.11.2022)

Page 1 of 8/ Crp. 1 u3 8

No

Test / Iloka3aTenb
Ne

Results / Pe3ynbTathl

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyraple, r1uiockue
TabneTkn ¢ (ackoi, cpemo-
JKEJTOro LBETa C TPaBUPOBKOK
«|» Ha OIHOM CTOPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrible, ninockue TabneTky ¢ Gackoi,
CBETIIO-XKENTOrO LBETa C I'PaBUPOBKOMH
«l» Ha OAHOM CTOPOHE.

2 Identification / [TogJIMHHOCTB

Ketorolac / Kemoponak

a) ByUv/
Vd-cnektpodoTomeTpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTpsl
MOIJIONIEHHs MCTIBITYEMOTO pacTBopa
pacTBopa  CTaHOapTHOro  obpasua
KeTOopoJiaka TpOMETaMMHA  JOJDKHBI
UMeTh MaKCUMYMBI IPU OJHOU U TOH xKe
JUTHHE BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/
IMpumeuanue: [IpoayKT COOTBETCTBYET Tpe6osaﬂmnﬂ HJ

Conclusion: APPROVED /
3axmoyenne: OJIOBPEHO

Prepared by /
IMoarorosneHo: Ankit

Checkedby/ 4 -
[Tpoeepeno: Pravesh Rana

Approved by: Manager/Executive /

Onobpeno: Menemxep / PyKkoBOINTEIE
Abhishek Chauhan - /3
,—'/ 3

Reprint Date /
Jara: 17.01.2024

Reprint Date /
Hara: 17.01.2024

Reprint Date /
Jara: 17.01.2024




Dr.Reddy’s €%

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJII3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropon™ Dkenpece (ketoponak) TabaeTKu, AHCIEPrHpyEMBIC B MOOCTH pTa, 10 mr

Batch No / :
CepHa Ne

V2400008

Batch Quantity /
O0neM cepuH

: 3600000 tab /
3600000 Tab

Analytical Report No / : 890001712152 Date of Analysis / : 17.01.2024
AHaJuTHYecKuii oTyeT No JlaTa aHa1H3a

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JaTa npoH3BoOACTBA I'open 10

27.12.2021, n3menenue Ne2 or

Analysis performed according ND / Ananus nposenen no HJL:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3meHeHue Nel or

11.11.2022)

Page 2 of 8 /Crp. 2 n3 8

No

Test / Iloka3aTenb
Ne

Results / Pe3ynbraTsl

Specification / Hopma

b) By HPLC/BOXX

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). / Bpems ynepxuBaHHA
OCHOBHOTO IIMKa Ha XpOMaTorpamme
HCTBITYEMOrO  pacTBopa  JOJDKHO
COOTBETCTBOBATH BpEMEHH
yAepKKWBaHHsA OCHOBHOTO NHMKAa Ha
XpoMarorpamme pacTBopa
CTaHAAPTHOTO KeTopoJiaka
TpOMeTaMHHa (pazmen
«KonM4ecTBEHHOE OTIPE/IENICHHEY).

obpasna

Remarks: The Product conforms to ND/
[Mpumeuanue: IIpoaykT cooTBeTcTBYeT TpeboBanugm HJI

Conclusion: APPROVED /
3axawgenne: OJJOBPEHO

Hara: 17.01.2024

Hara: 17.01.2024

Prepared by / Checked by / {// Approved by: Manager/Executive /
IoxarororneHo: Ankit [Tposepeno: Pravesh Rana Ono6peno: Menemxep / Py SOBOZIMTEITb

_ Y] Abhishek Chauhan J
Reprint Date / Reprint Date / Reprint Date /

Jara: 17.01.2024




Dr.Reddy’s ":'. . o, ol

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykT: Ketopon® Dkcnpecc (keToposak) TableTKH, AMCneprupyeMble B MOJIOCTH pTa, 10 Mr
BatchNo / : V2400008 Batch Quantity / : 3600000 tab /
CepHa Ne O0bemM cepHu 3600000 tab
Analytical Report No / : 890001712152 Date of Analysis / : 17.01.2024
AHaJHTHYeCKHH oTYeT Ne Jlara anajusa
Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JaTta nponsBoacrea I'ogen xo
Analysis performed according ND / Anannu3 nposegen no HJ/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot
27.12.2021, nzmenenne Ne2 ot 11.11.2022)
Page 3 of 8 /Crp. 3 u3 8
i.:) Test / Ilokazaresb Results / Pe3ynbTaTsl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
INoaiuHHOCTH butylhydroxyanisole peaks on the
Oy THJITMAPOKCHAHU30JI 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 ynepXHBaHUA
MMKOB  2-OyTHITMAPOKCHAHH30MA MU
3-6yTWIrHAPOKCHAHU30IA Ha
XpoMaTorpamMmme HCTIBITYEMOTO
pacTBOopa JOJDKHBl COOTBETCTBOBATh
BpEMEHaM  YIEPXWUBAHHA  [THUKOB
2-6yTUITHAPOKCHAHU301A "
3-6yTHITHAPOKCHAHU30IIA Ha
XpOMaTorpamme pacTBopa
CTaHAAPTHOTO obpasua
OYTUITMAPOKCUAHHU30J1a (paznen
«Copepxanue
OYTHJITHIPOKCUAHU30JIAY).
4 Average weight / Cpenusas 70.1 mg/70.1 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot167,2Mr 1o 72,8 Mr (70,0 Mr £ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusp HJL 3akmawuenne: OJIOBPEHO
Prepared by / Checkedby/ A _ Approved by: Manager/Executive /
[ToaroroeneHo: Ankit /Hposepeﬂo: Pravésh Rana OnoGpeno: Menemkep / Bykqsoaurens
Abhishek Chauhan (z
2L
Reprint Date / Reprint Date / Reprint Date /
Jara: 17.01.2024 Hara: 17.01.2024 Jlata: 17.01.2024




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoAykT: Keropon® Dkcerpece (keToposak) TabieTku, AMCTeprupyeMble B MOJIOCTH pra, 10 mr

BatchNo/ : V2400008 Batch Quantity / : 3600000 tab /
Cepmsn Ne Oo0bem cepun 3600000 Tab
Analytical Report No / : 890001712152 Date of Analysis / : 17.01.2024
AHaJliTHYECKHH oT4eT Ne Jara anaausa

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
Jata nponzBoacraa TI'open xo

Analysis performed according ND / Awanus nposenen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or
27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page 4 of 8/ Crp. 4 m3 8

1}‘: Test / IokazareJb Results / Pe3ynbTtatsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHOpPOAHOCTDL Macehl 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He Oonee =10 %
2/20 Tabnerok — He Honee + 20 %
5 Disintegration time / 00 min 26 sec / 00 MuH 26 cex Not more than 3 min / He 6onee 3 Mux
Pacnapaemocthb
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 100% Not less than 75% (Q) of
. CisH13NO3*C4H ;1 NO3 (ketorolac
Unit-2 / Tabn-2 96% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 100% 75%  (Q)  CisHisNO3*CsHiiNO;
. . (keToponaka  TpOMETaMUH)  4Yepes3
Unit-4 / Tabn-4 103% 15 Mun
Unit-5 / Tabn-5 102%
Unit-6 / Tabn-6 99%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JAucnepcHOCTb 710 uym sieve is formed. / Obpa3yercs
ONHOPOJHAs CYCNEeH3MA, IPOXOIALIAN
CKBO3b CHTO C pa3MepOM OTBEPCTHH
710 nied.

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

[Tpumeuanue: ITponykT cooTBeTcTByeT Tpedbosanugm H/I 3akmouenue: OJOBPEHO

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

TMoarotosneno: Ankit ﬁ | ITposepeno: Pravesh Rana Ono6peno: Menemxep / P }}OBO urellb

= Abhishek Chauhan ek j]
o 7V
Reprint Date / Reprint Date / Reprint Date /
Jlata: 17.01.2024 Jara: 17.01.2024 Jara: 17.01.2024




Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Dkenpecc (keTopoinak) TabneTku, JUCIePrMpyeMble B NOJNOCTH pTa, 10 Mr

Batch No / : V2400008 Batch Quantity / : 3600000 tab /
Cepus Ne O6Bbem cepun 3600000 Tab
Analytical Report No / : 890001712152 Date of Analysis / : 17.01.2024
AnaluTHyeckuii oTyeT Ne JlaTa anajm3sa

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jara npou3BoJacTBa T'open a0

Analysis performed according ND / Ananu3 nposeaen no HJ/L:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or

27.12.2021, nuamenenue Ne2 ot 11.11.2022)

Page S of 8 /Crp. Su3 8

8 Related impurities / PoacTsennbie npumecH

ketorolac 1-hydroxy analog /
1-ruapokcuaHanor

Below LOD (LOD = 0.0010 %) /
Husxe npenena obuapysxenus (110 =

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

KeToposaka 0.0010%)
ketorolac 1-keto analog/ 0.04 % Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHanor KeTopoJaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6osee 0,5 %
e MMHIYHAas
HeUaeHTHHUIUPOBaHHAs
npuUMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumecen

9 Water / Bona 2.1% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaTo4yHble OpraHM4ecKHe pacTBOPUTENH

Isopropyl alcohol /
H3zonponaHon

06 pg/tab /
06 MKT B TabieTke

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

Remarks: The Product conforms to ND/
[Tpumeuanue: I1poayKT cCOOTBETCTBYET TpeGOBaHMﬁM HJ

Conclusion: APPROVED /
3akaouenue: OJTOBPEHO

Prepared by /
[Monrorosieno: Ankit

Checked by / 4

[TporepeHo: Pravesh Rana
7

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurens
Abhishek Chauhan 7

Reprint Date /
Jara: 17.01.2024

Reprint Date /
Harta: 17.01.2024

Reprint Date /
Jara: 17.01.2024




Dr.Reddy’s Q‘:'.

CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Keropon” Dkenpecce (ketoponak) TabneTky, AHCTIEPrHPYEMBIE B TIONOCTH PTa, 10 mr

Batch No / : V2400008 Batch Quantity / : 3600000 tab /
|Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001712152 Date of Analysis / : 17.01.2024
AHaMuTHYeCKHi oTaeT No Jara anaausa

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JlaTa npoH3BOJACTBA I'onen no

Analysis performed according ND / Ananus nposenen mo HJI:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page 6 of 8 / Ctp. 6 u3 8

11 | Microbial enumeration tests / MukpoGuoaoruyeckas yucrora™

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61wee yucio He Gosee 1000 KOE/r
a’pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / OBee He 6onee 100 KOE/r
YHCJIO JPOMNOKEBBIX U
IJIECHEBBIX [PHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBHE B 1 T
12 | Uniformity of dosage units / 7.1 Acceptance value (AV) not more than
OaHOpoOAHOCTD 15.0 / IlpuemouHoe 3Ha4yeHUe (AV) He
N03MPOBaHuUs 6onee 15,0.

13 Assay / KonnuecTBeHHoe

onpeaesIeHue

10.0 mg/ 10.0 mMr
(100.5 %)

From 90mg to 11.0mg of
C15sH13NO3*C4H 1 NO3 (ketoro lac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 Mr
go 11,0mMr  CisHisNO3*CsH1NOs
(xeToponaka TpoMeramuH) (o1 90,0 yo
110,0 % OT 3asIBIICHHOTO KOJHMYECTBA) B
TabneTKe

14 Butylhydroxyanisole

0.0963 mg/lab /

content / Copaepxande 0.0963 Mr B Tab1eTKE
6y THArHAPOKCHAHHU30J12

Not less than 0.042 mg/lab /
He menee 0,042 Mr B TabseTKe

Remarks: The Product conforms to ND/
TIpumeuanue: [IpoaykT cootBeTcTBYET TpeboBanussy HJT

Conclusion: APPROVED /
3akaouenne: OJJOGPEHO

Prepared by /

[Toaroroeneno: Ankit &

Checkedby/ %
IMpoeepeno: Pravesh Rana

Approved by: Manager/Executive /

Ono6peno: Menenxkep / PykopoauTens
Abhishek Chauhan f
/ 4 —_—
#

Reprint Date /
Jara: 17.01.2024

Reprint Date /
Jara: 17.01.2024

Reprint Date /
Jara: 17.01.2024




Dr.Reddy'’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHUDPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Dkcnpecc (keToponak) TabneTkH, IUCIEPrUpyeMBIE B MOJIOCTH pTa, 10 Mr

Batch No/ : V2400008 Batch Quantity / : 3600000 tab /
Cepusa Ne O6BeM cepHH 3600000 Tab
Analytical Report No / : 890001712152 Date of Analysis / : 17.01.2024
AHaTHTHYECKHH oTdeT No Jara ananausa

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
Jarta nmponsBoacTsa I'open no

Analysis performed according ND / Anann3 nposenen nmo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3amenenune Nel ot

27.12.2021, uzmenenue No2 or 11.11.2022)

Page 7 of 8/ Crp. 7 u3z 8

15 | Package/ YnakoBka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / TIlo 10 Tabnerox B
6macrepe w3 (ITA/AJVIID ¢
BiaronoriorureneM/I19BIT)
¢doneru // (I15/AJT) donsru. Ilo
2 Onucrepa ¢ MHCTPYKHMEH MO
NPHUMEHEHHUIO B nayKy
KapTOHHYIO.

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. / Tlo 10
tabaertok B Gructepe u3 (ITA/AJI/IID ¢
sraronornoturenem/II3BIT) ¢oneru //
(N3/AJT) doneru. ITo 1 unu 2 6aucTepa
¢ HMHCTPYKUMENW [0 MPUMEHEHHUIO B
[ayKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootsetctBuu ¢ HJ{

17 | Storage conditions /
XpaHenue

Below 25 °C. / Ilpu Temnepartype He Boiuie 25 °C.

18 Shelf life / Cpok roxHocTu

2 years / 2 roga

* 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 BbINycKe JIEKAPCTBEHHOTO MpenapaTa KOHTPOJIb KayecTBa Mo MokasaTearo « MHKpoOHoorHuecKast
YHCTOTA» MPOBOANTCS IJIs1 KaXa0ii 20-0if cepuu, WM N OAHOI CEpUM B rojl, B 3aBUCHMOCTH OT TOTO, YTO

HACTYIHT pPaHbLIe,

Remarks: The Product conforms to ND/
ITpumedanne: IIpogyKT cOOTBETCTBYET TpeboBanusy HJT

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by / 4 Approved by: Manager/Executive /

[Moaroroeneno: Ankit [Mposepeno: Pravesh Rana OnobpeHo: Menemkep / PykoBojuTens
A : Abhishek Chauhan ~ / jl

Reprint Date / Reprint Date / Reprint Date /

Hata: 17.01.2024 Hara: 17.01.2024 Hara: 17.01.2024
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Dr.Reddy’s e
CERTIFICATE OF ANALYSIS -
CEPTHOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoAykr: Keropon™ Dkcnpecc (keToposiak) TabneTku, AUCneprupyemMbie B MOJIOCTH PTa, 10 mr

BatchNo/ : V2400008 Batch Quantity / : 3600000 tab /
Cepna Ne O0bemM cepnu 3600000 Tab
Analytical Report No / : 890001712152 Date of Analysis / : 17.01.2024
AnaJmrayeckuii oryer Ne Jlarta ananusa

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
JaTa npon3BoacTea T'ozen g0

Analysis performed according ND / Ananaus nposenen mo HJ/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nusmenenne Nel or

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page8of 8 /Crp. 8 3 8

APIname / HaumenoBanue APC: Ketorolac tromethamine / Ketoponaka
TpOMETaMUH
INN/MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepnn npoussoautens A®C: ABQEODEASS
FP Manufacturer API Batch number /
Homep cepun cy6eTanumun nponspoauntens [JIP: FEQA00573
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipoussoaurenb ADC, cTpana: JI-p Pennu'c Jlaboparopuc Jita., Uuaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: TIpooyKT COOTBETCTBYET Tpe60Ba1-mmy‘ HI 3akmouyenue: OJJOBPEHO
Prepared by / Checked by / -~ Approved by: ManagerfExegutive /
Ioarorosnexo: Ankit [TpoBepeno: Pravésh Rana Ono6peno: Menemxep / PyKoBoaunresnn
‘P( . Abhishek Chauhan
_
Reprint Date / Reprint Date / Reprint Date /
Hata: 17.01.2024 Hara: 17.01.2024 Hara: 17.01.2024




