Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon™ Dkernpecc (keToposiak) TaGIeTKH, AUCTIEPrHpyEMble B NONOCTH pTa, 10 Mr

Batch No / 1 V2302441 Batch Quantity / : 3600000 tab /
Cepusi Ne Oo0beMm cepii 3600000 Tab
Analytical Report No / : 890001705356 Date of Analysis / : 13.12.2023
AHAJTHTHYECKHI 0oTUeT No JlaTa anaansa

Date of Manufacture / : 11/2023 Date of Expiry / : 1072025
JaTta npoH3BoacTBa I'onen g0

Analysis performed according ND / Apanau3 nposeaen no H/L:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot
27.12.2021, n3amenenne Ne2 ot 11.11.2022)

Page 1 of8/Crp.1u3 8

No . .

No Test / [TokasaTenn Results / Pe3ynbraTsl Specification / Hopma

1 Description / Onucanue Light yellow round flat heveled | Tight yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyrisle, nnockue | Kpyrmsie, miockue TabneTku ¢ packoi,
Tabnetkd ¢ (ackol, CBETIO- | CBETIO-KENTOro LBETa C IPaBUPOBKOH
)KEJITOr0 1BETa C IPaBUPOBKOH | «l» Ha oaHOIH CTOpOHE.
«|» Ha OJIHOIt CTOpOHE.

2 Identification / [TopnuHHOCTE

Ketorolac / Kemoponak

a) Byuv/
Y®-cnextpodoTomMeTpust

Complies / CoOoTBETCTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTpsl
MOTJIOLIEHUS HCTILITYEMOT0 PacTBOpa U
pacTBopa  CTaHZapTHOro  odpasua
KeTOpojaka TpOMETaMMHA  [OJIKHbI
HMETbh MaKCUMYMBI [IPU OJHOM H TOM ke
JUTHHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
IIpumeuanue: [Iponyxt cooTBeTcTBYET Tpebosanuam HJ

Conclusion: APPROVED /
3axawyenue: OJOBPEHO

Prepared by /
IToarororneHo: Pravez}n Rana

Checked by /
ITpoeepeHo: Santosh Kumar
Maurya

L

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoauresns
Manoj Kumar

L

Reprint Date /
Jara: 13.12.2023

Reprint Date /
JHara: 13.12.2023

Reprint Date /
Hata: 13.12.2023
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon™ Dkenpecc (ketoposak) TableTky, AUCeprupyeMble B NON0CTH pTa, 10 Mr

Batch No / 1 V2302441 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepHH 3600000 Tab
Analytical Report No / : 890001705356 Date of Analysis / : 13.12.2023
AHanuTHYECKHH oTyeT No JlaTa aHAJIH3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npon3BoACTBa TI'ogen no

Analysis performed according ND / Auanu3 nposenen nmo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, namenenue Ne2 ot 11.11.2022)

Page2 of 8/ Crp.2 m3 8

Test / IlokasaTesnb Results / Pe3ynbraTel Specification / Hopma

No
No

b) By HPLC/B2XX 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  ynepKuBaHUA
OCHOBHOTO MHKa Ha XpoMaTorpamme
HCTBITYEMOrO  pacTBopa  [OJDKHO
COOTBETCTBOBATh BpPEMEHH
yIOep)XHBaHHA OCHOBHOTO MHKa Ha
XpoMaTorpamme pacTBoOpa
craHaapTHoro ofpasna  KeTopoJiaka
TpOMETaMHHa (paznen
«KonuyecTBeHHOE ONpeleIeHHe).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: IIpoaykT coorBercTByeT TpeboBanuam HJI 3akayenne: O/IOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pravesh Rana | INpoeepeno: Santosh Kumar | Oxobpeno: Menemxkep / PykoBonuresns

Maurya QF, Manoj Kumar
b £

’; —

Reprint Date / Reprint Date / Reprint Date /
Jara: 13.12.2023 Jara: 13.12.2023 Jara: 13.12.2023
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

(3]

Ipoayxr: Keropon

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dxcnpece (KeToposnak) TableTKu, AUCIeprupyeMble B OJI0CTH pTa, 10 Mr

Batch No / 1 V2302441 Batch Quantity / : 3600000 tab /
Cepusi Ne Oo0bem cepun 3600000 Tab
Analytical Report No / : 890001705356 Date of Analysis / : 13.12.2023
AHaJIMTHYECKH#i oTUeT Ne Jlata anaausa

Date of Manufacture / : 1172023 Date of Expiry / : 1072025
JaTa nponsBoacTsa I'open no

Analysis performed according ND / Anann3 nposenen nmo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 3 0f 8/ Crp.3 38

No

Test / Ioka3aTennb
Ne

Results / Pe3ynbTaThl

Specification / Hopma

Identification
Butylhydroxyanisole /
IMoauHHOCTH
OYTU/IrHAPOKCHAHK30

3

Complies / CooTReTCTRYET

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 ynmepxuBaHHA
NMMKOB  2-OyTHATHAPOKCHAHU30/A |
3-6yTHITHAPOKCHAHU30I1a Ha
XpoMaTorpamme HCIIBITYEMOTO
pactBopa JOMXHBI COOTBETCTBOBAThH
BpeMeHaM yIOEePKUBAHHUS IUKOB
2-6yTUNTHAPOKCHAHU301a u
3-0yTHNTUAPOKCHAHU30JIa Ha
XpomaTtorpamme pactBopa
CTaHOAPTHOTO obpasua
OyTUJITHAPOKCUAHU30Ia (pa3nen
«ConepxaHue
OYTHITHAPOKCHAHU30JIA).

Average weight / Cpeauss
mMacca

69.0 mg / 69.0 mr

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Ot 67,2 mr no 72,8 mr (70,0 mr+£4,0 %).

Remarks: The Product conforms

[Tpumeuanne: ITpoaykr cootBeTcTBYET Tpebopanuam HJI

to ND/

Conclusion;: APPROVED /
3akmouenue: OJJOGPEHO

Prepared by /
IToarororneno: Pravesh Rana

7

Checked by /
ITporepeHo: Santosh Kumar

Maurya :@

E—

Approved by: Manager/Executive /

Ono6peHo: Menemkep / PykoBonurens

Manoj Kumar w
[

Reprint Date /
Jlara: 13.12.2023

Reprint Date /
Jara: 13.12.2023

Reprint Date /
Jara: 13.12.2023
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon®™ Dkenpecc (keToposak) TabieTk|, AUCIeprupyeMbie B NoJI0oCTH pra, 10 Mr

Batch No / 1 V2302441 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepHH 3600000 tab
Analytical Report No / : 890001705356 Date of Analysis / : 13.12.2023
AHanHTHYECKHH oT4eT Ne Jlara anaju3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npou3BoacTea I'onen no

Analysis performed according ND / Ananu3 nposenen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, namenenue Ne2 ot 11.11.2022)

Page 4 of 8 /C1p. 4 u3 8
IJ\IV‘oO Test / IlokasaTenn Results / Pe3ynbTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OaHOpPOAHOCTB MacChl 2/20 tablets - not more than + 20 % /
18/20 Tabnerok — He Oonee + 10 %
2/20 tabnetok — He 6onee = 20 %
5 Disintegration time / 00 min 29 sec / 00 mun 29 cex Not more than 3 min / He 6onee 3 Mun
PacmanaemocTts
6 Dissolution / PacTBopeHue Unit-1/ Tabn-1 99% Not less than 75% (Q) of
. CisH13NO3*C4H 1 NO; (ketorolac
Unit-2 / Ta6n-2 102% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 100% | 75% (Q  CisHisNO3*C4HiiNOs
. . (keToposlaka  TPOMETaMHH)  4epe3
Unit-4 / Tabn-4 100% 15 MHH
Unit-5 / Tabn-5 99%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTh 710 um sieve is formed. / OOpazyercs
OIHOPOIHas CYCHEH3HdA, NpOXoIAllas
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MKM.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IlponykT cooTseTcTBYeT Tpebosanusam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[TonrorosneHo: Przwe? Rana | IIposepeno: Santosh Kumar | Opno6peno: Menemwxkep / PykoBoaurenb

Maurya Manoj Kumar . ‘,0

Reprint Date / Reprint Date / Reprint Date /
Jlara: 13.12.2023 Jata: 13.12.2023 Hara: 13.12.2023
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon" Dkcnpecc (keToposak) TabneTky, AUCneprupyemble B NOAOCTH pra, 10 mr

Batch No / 1 V2302441 Batch Quantity / : 3600000 tab /
Cepns Ne O0bemM cepun 3600000 Tab
Analytical Report No / : 890001705356 Date of Analysis / : 13.12.2023
AHanuTHYeCKHi oTyeT Ne JlaTa ananu3za

Date of Manufacture / : 11/2023 Date of Expiry / : 1072025
JaTta mpoun3BoacTBa T'onen no

Analysis performed according ND / Ananus nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page 50f8/Crp.S5n3 8

8 Related impurities / PoncTBennble npumecu

l-ruapoxkcHaHaior

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /
Husxe npenena oOHapyxenus (ITO =

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

KeTopoJiaka 0.0010%)
ketorolac 1-keto analog/ 0.05 % Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHaor KeTopoaka
Any unidentified impurity / 0.01 % Not more than 0.5 % / He 6onee 0,5 %
eRHHHY A
HEUJeHTUGUIMPOBaHHAS
npUMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CyMma npumeceit

9 Water / Boaa 2.8 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaToyHble OpraHu4ecKUe pacTBOPUTEH

Isopropyl alcohol /
HzonponaHon

4 pg/tab /
4 MKT B TabOJIETKe

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

Remarks: The Product conforms to ND/
IMpumeuanue: [ponykrt cooTBeTcTBYET TpeSoBanuam HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /

IToarorosneno: Pravesh Rana

Checked by /
[Tpoeepeno: Santosh Kumar

Maurya (YG

—

Approved by: Manager/Executive /
Ono6peHo: Menenxep / PykoBoauresnb

Manoj K
anoj Kumar &);,ZL ﬁ;{?

Reprint Date /
Hata: 13.12.2023

Reprint Date /
Hara: 13.12.2023

Reprint Date /
Jara: 13.12.2023




@ e
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIMU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon"™ Dkcnpece (keTopoak) TabNeTku, AUcheprupyeMbie B nonoct pra, 10 mr

Batch No / : V2302441 Batch Quantity / : 3600000 tab /
Cepus Ne O0bemM cepuu 3600000 Tab
Analytical Report No / : 890001705356 Date of Analysis / : 13.12.2023
AHaJHTHYECKHH oTueT No JlaTa anaJau3a

Date of Manufacture / : 1172023 Date of Expiry / : 10/2025
JaTa npou3BoaCTBA T'onen no

Analysis performed according ND / Ananus nposenen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenune Nel ot

27.12.2021, usmenenune Ne2 ot 11.11.2022)

Page 6 of 8/ Ctp- 613 8

11 | Microbial enumeration tests / Mukpo6uooruyeckast yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1iee yucao He 6onee 1000 KOE/r
a3poOHBIX MUKpPO-
OpraH13MoOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1iee He 6onee 100 KOE/r
YHCIIO JPOXIKEBBIX U
IUIECHEBBIX IPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBHe B 1 T
12 | Uniformity of dosage units / 33 Acceptance value (AV) not more than
OaHopoaAHOCTL 15.0 / IlpuemouHoe 3Ha4ueHue (AV) He
AO3MPOBAHHSA 6onee 15,0.
13 | Assay/KosnyecTBeHHOe 9.9mg/9.9 mr From 90mg to 11.0mg of
onpeneieHUe (99.0 %) CsH1aNO3*C4H11NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
a0 1 1,0 Mr C|5H13NO3°C4H11N03
(xetoponaxa tpomeramuH) (ot 90,0 mo
110,0 % OT 3asBNE€HHOr0 KOJIMUECTBA) B
Tabnerke

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanne: [IpoaykT cooTBeTcTBYET Tpebosanuam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Pravesh Rana | IIposepeno: Santosh Kumar | Onobpeno: Menemkep / Pykopoaurens
/ Maurya CYTJ Manoj Kumar @_ﬂ
J — wl
Reprint Date / Reprint Date / Reprint Date /
Jlara: 13.12.2023 Jara: 13.12.2023 Jlata: 13.12.2023




Dr.Reddy’s e 1. bl eegarh R,
CERTIFICATE OF ANALYSIS . .« .« o o
CEPTH®HUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (keToposak) TableTKH, AUCIEPTHPYEMBIE B MONOCTH pTa, 10 Mr

Batch No / 1 V2302441 Batch Quantity / : 3600000 tab /
Cepus Ne O6bemM cepun 3600000 tab
Analytical Report No / : 890001705356 Date of Analysis / : 13.12.2023
AHANHTHYECKHIT oTUeT No JlaTa ananu3za

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npou3Boacraa I'ogen o

Analysis performed according ND / Ananu3 nposexen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page 7 of 8/ Crp. 7 u3 8
14 | Butylhydroxyanisole 0.0993 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0993 mr B TabneTke He menee 0,042 mr B Tabnetke
OyTHArHAPOKCHAHK30/1a
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsinablister 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. / [o 10
information leaflet in a carton | TaGnertok B 6muctepe uz (ITA/AJU/IID ¢
pack. / Ilo 10 Tabnerox B | Bmaromornorurenem/IT3BII) ¢onsru //
6nucrepe w3 (ITA/AJI/IID ¢ | (TI3/AJI) ponsru. Mo 1 wiu 2 6aucTepa
piaronorioturenem/I19BIT) C HUHCTPYKLHMEH 10 NpPUMEHEHHIO B
donsru // (II3/AJT) doneru. IIo | nauky KapTOHHYIO.
2 OnucTepa ¢ MHCTPYKUMEH IO
NPUMEHEHHEO B HayKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootBetrcTBuu ¢ HJJ
17 | Storage conditions / Below 25 °C. / Ilpu Temneparype He Boite 25 °C.
XpaHeHue
18 | Shelf life / Cpok ronnoctu 2 years /2 rona

* 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.

* IIpu BoInycKe JIEKAPCTBEHHOT0 NpenapaTa KOHTPOJIb KaYyeCcTBa N0 NOKa3aTeio «MHKpoGHOI0rHYecKast
YUCTOTA» NPOBOAMTCA AJIst Kaxnoii 20-oii cepuu, niM [JIsl OXHO# CepUHU B oA, B 3aBHCHMOCTH OT TOI0, YTO

HACTYIHT paHblue.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
1 lpumeyanue: | lpoaykt coorsercTByeT TpeboBanusm H)| 3akmoyenne: OJJOFPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Ioarorosneno: Pravesh Rana | IpoeepeHo: Santosh Kumar | Ono6peno: Menemkep / PykoBoautens

[ Maurya QQC Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /
Jara: 13.12.2023 Jara: 13.12.2023 Jara: 13.12.2023




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykt: Keropon® Dkenpecc (keToposak) Tab1eTkH, AUCIeprupyeMbIe B MOIOCTH pTa, 10 Mr

Batch No / : V2302441 Batch Quantity / : 3600000 tab /
CepHsa Ne O0neM cepuH 3600000 Tab
Analytical Report No / : 890001705356 Date of Analysis / : 13.12.2023
ABaJuTHICCKHI oTyeT No JlaTa anasm3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npou3BojcTBa TI'onen no

Analysis performed according ND / Ananuz npoeeaen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, usmenenue Ne2 or 11.11.2022)

Page 8 of 8 / CTp. 8 u3 8

API name / Haumenosanue ADC:

Ketorolac tromethamine / KeToponaka

Homep cepuu cy6cranuuu npoussoaurens [JID:

TPOMETaMUH
INN / MHH: Ketorolac / Keroposnak
API manufacturer batch number /
Howmep cepun npouseoautenss AOC: SEQID0oo
FP Manufacturer API Batch number / FEQA00568

API Manufactured by & country /
Ipouspoautenn AQC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c JTaboparopuc Jita., Unaus

Remarks: The Product conforms to ND/
1 lpuMeyaHue: 11poayKT cOOTBETCTBYET TpebosaHusM HJI

Conclusion: APPROVED /
3akawyenne: U/JOBPEHO

Prepared by /
IMoarorosneno: Pravesh Rana

Checked by /
ITpoeepeHo: Santosh Kumar

Maurya (1‘1

s—

Approved by: Manager/Executive /
OpobpeHo: Menemxep / PykoBoaurens

Manoj Kumar
£
U

Reprint Date /
Jara: 13.12.2023

Reprint Date /
Jara: 13.12.2023

Reprint Date /
JHata: 13.12.2023




