Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTHUOHKAT AHAJIU3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tipoxyk: Keropon™ Dxenpece (ketoponak) Tadnerky, ANCNEPrupyemMuic B NONOCTH PTd, 10 mr

Batch No / : V2302443 Batch Quantity / : 3600000 tab /
Cepus Ne Q6neM cepit 3600000 Tab
Analytical Report No / : 890001705558 Date of Analysis / : 15.12.2023
AnamuTHgeckuid oryer No Jara anannza

Date of Manufacture / : 1172023 Date of Expiry / : 10/2025
Jara npoM3BOACTBA T'ogen go

Analysis performed according ND / Auanns nposeaen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenne Nel ot

27.12.2021, namenenne Ne2 or 11.11.2022)

Page10f8/Crp.1 u3 8

No

N Test / IToka3zaTennb
Yo

Results / Pe3ynbTaTbl

Specification / Hopma

1 | Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrusle, miockue
TabneTkn ¢ dackolf, CBETIO-
MENTOrO LBETa C IPaBUPOBKOMH
«» Ha OTHOM CTOPOHE.

Light yellow round flat beveled tablets
with "' debossed on onc sidc. /
Kpyrnele, miockue TabieTkn ¢ dackoi,
CBET/I0-KENTOr0 LBETA C FPaBHPOBKOMH
«l» Ha O{HOM CTOpOHE.

2 Identification / [TopTMHHOCTH

Ketorolac / Kemoponax

a) Byuv/
B O=L1eRTPOPOTOMETPIN

Complies / COOTBETCTBYET

UV spectra of the test solution and
keterolac  tromothamina  standard
solution should have peaks at the same
wavelength (= 2nm). / YO-cnextpul
HOTIOLIEHMS UCITBITYEMOrO PacTBopa M
pacTBOpa  CTamiapTHoro  obpasua
KeTopojaka TpOMETaMHHa  JIOJDKHBI
HAMETh MAaKCUMYMBI [IPH ORXHOH 1 TOH e
JUIMHE BOJHBI (£ 2 HM).

Remarks: The Product conforms to ND/
[Mpumeuanue: Mponykyoorsercreyer TpebopanmaM HJT

Conclusion: APPROVED /
3akmoucane: OTOBPEHO

Prepared by / -
INogrotoeneno: Pravesh Rana

Checked by /
I[Tposepero: Santosh Kumar
Maurya é’

Approved by: Manager/Executive /
Onobpero: Menemxkep / Pykosoautenb
Manoj Kumar

\‘1M 4

Reprint Date/
Jlata: 15.12.2023

Reprint Date /
Hara: 15.12.2023

Reprint Date /
Jara: 15.12.2023




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTI3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Nponykt: Keropon™ Dxcnpece (ketoposiak) TabneTkn, AMCnepripyemsie B Monocry pra, 10 mr

Batch No/ : V2302443 Batch Quantity / : 3600000 tab /
Cepus Ne Obpem cepup 3600000 Ta6
Analytical Report No / : 8950001705558 Date of Analysis / : 15.12.2023
ApanuTrueckuii oTyer No HaTa anannia

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npon3BoACTBA Topen go

Analysis performed according ND / Ananns nposeaen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamencune Nel or

27.12.2021, namenenue Ne2 ot 11.11.2022)

Page2 of 8/ Crp. 2 u3 8

No

Test / IToka3zaTeab
Ne

Results / Pe3synsTatsl

Specification / Hopma

b) By HPLC / BXX

Complies / CoOTBETCTBYET

The retention time of the main peak on
the chromatogram of test solution
should comrespond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpema  ynepKMBaHHUA
OCHOBHOIO [HKd Ha XpPOMaTOrpaMMe
HCIILITYEMOTO  pacTBopa  HOJDKHO

COOTBETCTBOBATH BpEMEHH
yOepKHBaHMA OCHOBHOTO IWKa Ha
XpoMmarorpamMme pacTBOpa
CTaHIApTHOTO 06paslia KeToposiaka
TpOMETaMUHa (paznen

«KoMm14ecTBEHHOE OMPEAEICHUEY).

Remarks: The Product conforms to ND/
TIpumesanne: TIponyky,cooTsercTByer TpeGosanmsaM HJL

Conclusion: APPROVED /
Zaxmouyenne: OQJJOBPEHO

Prepared by / /4 2
Ionroroeneno: Pravesh Rana

Checked by /
ITpoeepeHo: Santosh Kumar

Maurya Ogr‘\,
= .

Approved by: Manager/Executive /
Opo6peno: Menemxep / Pykosonutens

Manoj Kumar o )

Roprint Date /
Hara: 15.12.2023

Reprint Date /
Hara: 15.12.2023

Reprint Date /

JHara: 15.12.2023




Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon™ Sxcnpecc (ketoponak) TabneTku, Aucnepripyembie B M010CTH pra. 10 mr

Cepusi Ne

Batch No / : V2302443

Batch Quantity / : 3600000 tab /
ObBeM cepil 3600000 Tab

AHaJHTHYECKHH oTueT No

Analytical Report No / : 890001705558

Date of Analysis / : 15.12.2023
Jara anaansa

JaTa NpoH3BOJACTBA

Date of Manufacture / : 11/2023

Date of Expiry / : 10/2025
T'onen a0

Analysis performed according ND / Ananus nposegen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenune Nel ot
27.12.2021, namenenne Ne2 or 11.11.2022)

Page3 of § /Crp.3 u3 8

1;;) Test / Tloxa3aTesb Resulls / PesynbraTsl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MNoanvHHOCTH butylhydroxyanisole peaks on the
Oy TUIrHAPOKCHAHHU3O0N chromatogram of the test solution

should correspond by the retention times
to  2-butylhydroxyanisole and  3-
butylhydroxyanisole pcaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / Bpemena yaepKuBaHHs
NMHKOB  Z-OYTUITUAPOKCUAHHSUINL W
3-6yTHATHAPOKCHAHH30]1a Ha
XpoMaTorpaMmme HCOBITYEMOTO
pacTBOpa MOJDKHBI COOTBETCTBOBATH
BpEMEHAM  YHEPKHBAHHA IHKOB

2-6yTHArHAPOKCHAHH30MA H
3-6yTWIrHaApoKCHaH1301a Ha
XpOMaTorpaMmme pacTBopa
CTaHJapTHOrO obpaszua
OYTWIrHIPOKCHAHK30Ia (pazzen
«CopepxaHue

OYTUNTHOPOKCHAHU30JIAN ).

4 Average weight / Cpeguss
Mmacca

68.5mg/ 68.5 MT

67.2 mg to 72.8 mg (70.0 mg =4.0 %)./
0O167,2 Mr o 72,8 mr (70,0 Mr£ 4,0 %).

Remarks: The Product qonforms

[Mpumeuanne: [poayky coorsercTyeT Tpebopanuam HJL

to ND/

Conclusion;: APPROVED /
3aknrouenune: OJJOBPEHO

Prepared by / P
[Moarororneno: Pravesh Rana

Checked by /
ITposepeno: Santosh Kumar

Maurya @

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykosoauTensb

Manoj Kumar = .
\‘_UJ&G-P-'JC

Poprint Date /
Iara: 15.12.2023

Reprint Date /
Jara: 15.12.2023

Reprint Nate /
Jara: 15.12.2023




Dr.Reddy’s Q?‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJITIZA
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Tpoayxr: Keropon™ Dxenpece (keToposak) TabaeTki, AHCNCPrHPYEMBIC B IONOCTH PTa, 10 mr
Batch No/ : V2302443 Batch Quantity / : 3600000 tab /
Cepun Ne O6nem cepiin 3600000 Tab
Analytical Report No / : 890001705558 Date of Analysis / : 15.12.2023
AHanmuTHYecKui oTuer Ne Hara anajmsa
Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2025
Jdara mpoM3BOACTBA I'ogen oo
Analysis performed according ND / Anaiu3s nposenea no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11.11.2022 / usmenenne Nel ot
27.12.2021, mamenenne Ne2 ot 11.11.2022)
Page4 of 8 /Crp. 4u3 8
1;3 Test / IlokazaTensb Results / PesynsTaTel Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OaHOpPOAHOCTH MACChI 2/20 tablets - not more than = 20 % /
18/20 Tabnetox — He Gonee + 10 %
2/20 Tabnetok — He Gonee £ 20 %
5 Disintegration time / 00 min 25 sec / 00 muH 25 cex Not more than 3 min/ He 6onee 3 MuH
Pacnapaemoctsb
6 Dissolution / Pacreopenne Unit-1/ Ta6n-1 96% Not less than 75% (Q) of
] 0 C5sH13NO3+C4H1NO3 (kCtOI‘Olac
Unit-2 / Ta6n-2 98% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 98% 75% (Q  CisHiNO3C4HuNOs
) (keToponaka  TPOMETaMMH)  4Yepe3
Unit-4 / Tabn-4 98% v
Unit-5 / Tabn-S 97%
Unit-6 / Ta6n-6 96%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHocTb 710 pm sieve is formed. / Obpasyercs
OOHOPOOHAA CYCNeH3iud, TNOXONANTAS
CkBO3bL CHTO C DPa3MepoM OTBEpCTUi
710 MKM.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanne: [poaysr cﬁom‘erc*rsyﬂ Tpebosanuam HJT 3akmouenne: OJOBPEHO
Prepared by / Qf Checked by / Approved by: Manager/Executive /
[loarorosneso: Pravesh Rana | Ilposepeno: Santosh Kumar | Ono6peno: Menemxep / PykoBoaWTE b
Maurya Manoj Kumar = ]
o \T‘I néet!
" el
Reprint Date / Reprint Date / Reprint Date /
Jara: 15.12.2023 Jara: 15.12.2023 Harta: 15.12.2023




Dr.Reddy’s Q_':‘

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHATH3A

'Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Nipoxyxr: Keropon™ Dkenpece (keropo

nak) TabneTky, AMCIeprupyeMsie B nosocTH pra, 10 Mr

:+ 3600000 tab /

Bateh No / : V2302443 Batch Quantity /

Cepus Ne Oonem cepun 3600000 Tab
Analytical Report No / : 890001705558 Date of Analysis / : 15.12.2023
AHAJIMTHYECKHH oT4eT Ne Jara ananusa g
Date of Manufacture / : 11/2023 Date of Expiry / + 10/2025

Jara npoHM3BOJCTBA Toxen a0

Analysis performed according ND / Ananns nposeten no HI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ u3MeHcHue Nel ot

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page5of 8 /Crp.S5u3 8

8 Related impurities / PoncTBeHHble npumecH

ketorolac 1-hydroxy analog /
1-runpoxcHaHaior

Below LOD (LOD = 0.0010 %) /
Huxe npeaena o6Hapyxetus (IO =

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

KeTopoJjaka 0.0010%)
ketorolac 1-keto analog/ 0.04 % Not more than 0.8 % / He 6onee 0,8 %
1-keTOaHATOr KeTopoIaKa
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
e IHHHYHAA
HeupeHTUUUUpOBaHHAs
npuUMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMa nipumMeceit

9 Water / Bona 2.6% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaToyHbIe OpraHHYecKHe pacTBOpHTeIH

Isopropyl alcohol /
H3zonponanon

5 pgftab /
5 MKr B TabyieTke

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

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: I"Ipo,ny[\‘ﬁ-'éoome'lmyer Tpebosanam HI 3akmouenne: OJOBPEHO
Prepared by / ﬁ, Checked by / Approved by: Manager/Executive /
TloarorosneHo: Pravesh Rana | [Tpoeepeno: Santosh Kumar Onobpeno: Menemkep / PykoBoaurensb

Maurya Manoj Kumar 2 (‘

Wby tet

Reprint Date / Reprint Date / Reprint Date /
Hara: 15.12.2023 JHara: 15.12.2023 Hara: 15.12.2023




Dr.Reddy’s Q‘:‘.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ponyxr: Keropon™ Dxenpece (ketoponak) Tabnersu, AHCNepripyempIe B IOIOCTH pru 10 mMr

Batch No/ : V2302443 Batch Quantity / : 3600000 tab /

Cepusi Ne O0nem cepuin 3600000 Tab
Analytical Report No / : 890001705558 Date of Analysis / : 15.12.2023
AunanuTideckui oryer No Jlara anann3a

Date of Manufacture / : 11/2023 Date of Expiry / 1 1072025

Hara nponsBoacTea Togen oo Al

Analysis performed according ND / Anaan3 nposenen mo H:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ usmeneHue Nel ot

27.12.2021, n3amenenne Ne2 or 11.11.2022) -
Page 6 of 8 /C1p. 6 n3 8

11 | Microbial enumeration tests / Muxpo6uonorndeckas yncrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61uee uucio He 6onee 1000 KOE/r
a3poBHBIX MUKPO-

OpraHu3mMoB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6wee He 6onee 100 KOE/T

YUCJIO0 APOACOKEBBIX
MIECHEBLIX TPU6OB

c) Escherichia Coli NA Shell be absent in 1 gram /
Orcytcreue 8 1 1

12 Uniformity of dosage units / 4.6 Acceptance value (AV) not more than
OaHOpoOAHOCTb 15.0 / [lpuemoyHoe 3Ha4enme (AV) He
NO3MPOBAHUSA 6onee 15,0.

13 Assay / KonuuecTBeHnoe 9.7mg /9.7 Mmr From 9.0 mg to 11.0mg of
ompenecHne (97.0 %) C15H13NO3+CsH 1NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
mo 11,0mr  CisHisNO3;*C¢H; 1 NO;
(xeToponaka TpometamuH) (ot 90,0 no
110,0 % OT 3aABNEHHOTO KOJIHYECTBA) B

Tabnetke
Remarks: The Product eonforms to ND/ Conclusion: APPROVED /
Ipumeuanue: Hponqu,cooraemmyer Tpedosanmam HJ 3akaroyenne: OJOBPEHO
Prepared by / i Checked by / Approved by: Manager/Executive /

IMoaroroeneno: Pravesh Rana Ipoepeno: Santosh Kumar | Ono6peno: Menemxep / PykoBoautens
Maurya Manoj Kumar
Q\_ ﬂj:\s&tl/‘u[:

Reprint Date / Reprint Date / Reprint Date /
Mara; 15.12.2023 Jara: 15.12.2023 Jara: 15.12.2023
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Dr.Reddy’s ‘- T e, g P
CERTIFICATE OF ANALYSIS 153
CEPTHOHKAT AHAJIM3A ey

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Bkenpece (keroponak) TableTKH, AUCTIEPTHPYEMbIE B TONOCTH PT4, 10 Mr

Batch No / . 1V2302443 Batch Quantity / : 3600000 tab /
Cepuig Ne O0beM cepuu 3600000 Tab
Analytical Report No / : 890001705558 Date of Analysis / : 15.12.2023
AnpanrTEYecKHI oTyeT No Jara ananusa

Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2025
JlaTa npoH3BOACTBA Toxen po

Analysis performed according ND / Anauns nposenen no HJ:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel or

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page 7of8/Crp. 7n3 8

14 | Butylhydroxyanisole 0.0954 mg/tab / Not less than 0.042 mg/tab /
content / Cogepxannuc 0.0954 mr b Tabnerke He meree 0,042 mr B TabneTke
Oy THIIrHAPOKCHAHHK30.12
15 | Package/ YnaxoBka 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. / Tlo 10
information leaflet in a carton | Ta6nerok B 6mictepe u3 (ITA/AJI/IID ¢
pack. / Ilo 10 Tabnerok B | Baaromornorurenem/IISBII) donbru //
6nucrepe u3z (IJA/AJ/IID ¢ | (IID/AJI) ponbry. [To 1 wnn 2 Gancrepa
pnaronoroturenem/II5BIT) C MWHCTPYKIHEH IO MNPHUMCHEHHIO B
doneru // (II3/AJT) doneru. Tlo | mauky KapTOHHYIO.

2 fuMcTepa ¢ MHCTpYKLIMEHR 1O

IpUMEHEHUIO B nayky
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B coorercTBuH ¢ HJJ

17 | Storage conditions / Below 25 °C. / Ipu Temnepatype He Bbiie 25 °C,

XpaHeHHe

18 | Shelf life / Cpok roguocTu 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.

* IIpn DLINMYCICe J18ICApCTRONIOr0 NPENAPATa KOHTPO/Ib KAUECTBA 110 NoKasaTeno «Mukpobuonaruieckana
YHCTOTAa» NPOBOAMTCS ANS KaxAoil 20-0# cepui, MM A5 OAHONH CEPHH B FOA, B 3aBUCHMOCTH OT TOTO, HTO
HACTYNHT paHblile.

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

Opumeuanue: TTpoayKkT CooTBeTCTBYET tpebopanuam HJ Zararwuenne: ONJOBPEHO

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

[TomroToBneno; Pravesh Rana | IlpoeepeHo: Santosh Kumar | Onobpeno: Menemxkep / PykosoguTens

Maurya R Manoj Kumar ' :

g——'—’ .h’_!_‘_bj L s

Reprint Date / Reprint Date / Reprint Date /

Jara: 15.12.2023 Jara: 15.12.2023 Jara: 15.12.2023
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Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayier: Keropon™ Sxenpece (ketoponax) Tabretkn, AHCneprupyeMbie 8 norocTi pra, 10 mr

Batch No / : V2302443 Batch Quantity / : 3600000 tab /
Cepusi No O6bem cepun 3600000 Tab
Analytical Report No / : 890001705558 Date of Analysis / : 15.12.2023
Ananurudecknii oTaer No JlaTa anHanH3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JaTa npoM3BOACTBA Topen no

Analysis performed according ND / Ananu3s nposeaen no H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3amenenne Nel or

27.12.2021, namenenne Ne2 or 11.11.2022)

Page8 of 8 /Crp. 8 u3 8

API name / Hanmenoeanie AQC:

Ketorolac tromethamine / Ketoponaka

Homep cepun cy6eTaHny npoussoauTens I'JId:

TPOMETAMHH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / -
Homep cepus npounssoautens AQC: o ey
FP Manufacturer API Batch number / FEQAO00567

AP1 Manufactured by & country /
[poussoautens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pejutu'c JTa6opartopuc JITa., Munus

Remarks: The Product gonforms to ND/
Tpumeuanne: [ponykt coorsetcTsyet Tpebopanusm HJ{

Conclusion: APPROVED /
Saxnwuenune: OJOGPEHO

Prepared by / =
IMonrorosneno: Pravesh Rana

Checked by /
IMTposepeno: Santosh Kumar

Maurya G(v
= .

Approved by: Manager/Executive /-
Onobpeno: Menemkep / Pykosogurens
Manoj Kumar - {1
AT

Reprint Date /
Jarta: 15.12.2023

Reprint Date /
Iata: 15.12.2023

Reprint Date /
Hara: 15.12.2023




