Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Dkcnpecc (keToposiak) TabneTky, AMCTIEprMpyemble B MOJNOCTH pTa, 10 Mr

Batch No / 1 V2400282 Batch Quantity / : 3600000 tab /
Cepwin Ne O6bem cepHU 3600000 Tab
Analytical Report No / : 040002444902 Date of Analysis / : 11.03.2024
AHaHTHYeCKHH oTyeT No JlaTta aHaJM3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTa npousBoacrsa T'open no

Analysis performed according ND / Auanns nposenen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3amenenune Nel or
27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page1 of 8/ Crp. 1 u38

No

Test / Iloka3aTensb
No

Results / Pe3ynbraTsl

Specification / Hopma

1 Description / OnucaHue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnble, mwiockue
TabneTku ¢ dackoii, cBemIO-
XKENITOTO I[BETa C TIPaBUPOBKOMH
«l» Ha OJXHOH CTOPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrislie, miockue Tabnetku ¢ Gackoit,
CBETJI0-)KENTOr0 1BETa C IPaBUPOBKOM
«l» Ha OIHOU CTOPOHE.

2 Identification / [ToaauHHOCTH

Ketorolac / Kemoponak

a)y ByUv/
V®-cnekrpodoTomeTpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTpsl
TIOIJIOIIEHMS MCIILITYEMOTO PacTBOpa U
pacTBopa  cTaHmapTHoro  ofpasla
KETOpoJiaka TPOMETaMHMHA  HOJDKHBI
UMETh MaKCUMYMBbI IIPU OTHOMN U TOM ke
JUTMHE BOJHEI (£ 2 HM).

Remarks: The Product conforms to ND/
Ilpumeyanne: IIpofyKT COOTBETCTBYET TpeboBanusM HJJ

Conclusion: APPROVED /
3akmwuenune: OJJOBPEHO

Prepared by /
[Moarorosnexo: Ankit {K
7

Checked by /
INpoeepeno:; Rama Kant

l @@

Approved by: Mandger/Executive /
Onobpeno: Mene,
Abhishek Chauhan

ep / Pykoronuresb

Reprint Date /
Hara: 11.03.2024

Reprint Date/ !
Jlata: 11.03.2024

Reprint Date /
Hara: 11.03.2024
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CERTIFICATE OF ANALYSIS b
CEPTHOUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon" Dkcnpece (ketoponak) TabneTku, IMCneprupyemsbie B rmoaocti pra, 10 mr

Batch No / 1 V2400282 Batch Quantity / :+ 3600000 tab /
Cepns Ne O0neM cepuH 3600000 Tab
Analytical Report No / : 040002444902 Date of Analysis / : 11.03.2024
AnanuTHyeckKHii oTuer Ne JlaTa aHaJn3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jara npou3BoAcTBA I'onen oo

Analysis performed according ND / Anaims nposeaen mo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot
27.12.2021, namenenue Ne2 or 11.11.2022)

Page 2 of 8 / Ctp. 2 3 8

No

No Test / [lokasarenb Results / Pe3ynbTaThl Specification / Hopma

b) By HPLC/B3XX 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 TMHKa Ha XpoMarorpaMme
ACTIBITYEMOrO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpeMEHH
YIEPXHMBAHUS OCHOBHOTO TNHMKAa Ha
XpOMaTorpamme pacTBOpa
cTaHgapTHoOro of0pasiia KeTopojiaka
TpOMETaMHHa (pazmen
«KOoMIeCTBEHHOE OTPENEICHUEN).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
TIpumeyanue: [IponykT cooTBeTcTBYET Tpeboanusam HJI 3akawuyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IoarorosneHo: Ankit [Nposepeno: Rama Kant Onobpeno: Meunemkep / Pykosoauresnnb
: Abhishek Chauhan
¥

Reprint Date / Reprint Date / ! Reprint Date /
Jara: 11.03.2024 Jara: 11.03.2024 Jara: 11.03.2024

istered Office: . Apad N Banjara Hills, Hyt 1~ 500034, Telangan, lhdl
f #3714 00 2999, Ey Y drreddys.con




Dr.Reddy’s €< o

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIMU3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dxcnpecc (ketoponak) TableTkH, AUCTIEPrUPyeMbIe B MOJIOCTH pTa, 10 Mr
Batch No / 1 V2400282 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002444902 Date of Analysis / : 11.03.2024
AnaauTHYeCKHI oTueT Ne JlaTa apajusa
Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
Jata mpou3BoacTBa I'open no
Analysis performed according ND / Anann3 nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or
27.12.2021, uzmenenne Ne2 ot 11.11.2022)
Page30f8/Crp.3 m3 8
ioo Test / [IokazaTeab Results / Pe3ysnbraThl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoanuuHoCTL butylhydroxyanisole peaks on the
OYyTUATHAPOKCHAHHU30J] 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 ynepXUBaHHA
NUKOB  2-OyTHNTUOPOKCHAHU30MA U
3-6y THITMAPOKCMAHU30JIa Ha
XpOoMaTorpamme HCTIBITYEMOrO
pacTBOpa MAO/DKHBI COOTBETCTBOBATh
BpEMEHAM  YAEepXKHBaHHA [IMKOB
2-6yTHITHAPOKCHAHU30MA u
3-6yTUITHAPOKCHAHM30NA Ha
XpOMaTorpamme pacTBopa
CTaHAAPTHOTO obpasua
Oy THITHPOKCUAHH30IIA (pazmen
«CopnepxaHue
OYTHIITHAPOKCUAHHU30JIaY).
4 Average weight / Cpeansia ‘1U0.1 mg/ /U.1 Mr 6'/.2 mgto /2.8 mg (/U.Umg=+4.U0 %)./
Macca Ot 67,2 Mr 1o 72,8 Mr (70,0 Mr £ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeyanue: [Ipoaykt coorBeTcTByeT TpeboBanusam HJL 3akawyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Monroroeneno: Ankit ITpoeepeno: Rama Kant Ono6peHo: Menemkep / PykoBogureb
‘t \ o : Abhishek Chauhan
[~ -
Reprint Date / Reprint Date / ' Reprint Date /
Jara: 11.03.2024 Hara: 11.03.2024 MHara: 11.03.2024

{Tit 7, Mosd | rnjara Hills, Hyoeraiat 0024, Telangana; Ind




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon™ Dkcnpecc (keToposiak) TabaeTkH, AMCIeprupyemMbte B MoaocTH pra, 10 mr

AHaguTHYecKuH oTyeT No

Batch No / 1 V2400282 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002444902 Date of Analysis / : 11.03.2024

Jara anaausa

Jara npoussoiacTrea

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026

T'onen xo

Analysis performed according ND / Ananus nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nu3menenne Nel or

27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page 4 of 8 / Ctp. 4 u3 8

i:) Test / ITokazaTesnb Results / Pe3ysnbTaThl Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than + 10 %
OaHOPONHOCTH MACChI 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He Oonee + 10 %
2/20 tabnetok — He Gonee + 20 %
5 Disintegration time / 00 min 22 sec / 00 MuH 22 cek Not more than 3 min / He 6osee 3 Mun
Pacnapaemoctsb
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 104% Not less than 75% (Q) of
. C1sH13NO3*CsH 1 1NO;3 (ketorolac
Unit-2 / Ta6n-2 102%_ tromethamine) in 15 min / He menee
Unit-3 / Tabn-3 101% 75% (Q)  CisHisNO3*CsHi(NOs
) . (keToponaka  TPOMETAMUH)  4epes3
Unit-4 / Tabn-4 102% 15 Mun
Unit-5 / Tabn-5 99%
Unit-6 / Tabn-6 105%

7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a

JucnepcHocTh 710 um sieve is formed. / O6pasyeTtcs
OIHOpOJHAs CYCHEH3Us, NpOXoJsluas
CKBO3b CUTO C pa3MepoM OTBEPCTUIl
710 MKM.

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

IMpumeyanue: [TpoaykT coorBeTcTByeT Tpeboanusm HJI 3axawuenne: OJOBPEHO

Prepared by / . Checked by / Approved by: Managet/Executive /

[Moarorosnexo: Ankit  /; ITposepeno: Rama Kant Opnobpeno: Menemxkep|/ Pykooaurens

/Y = ul Abhishek Chauhan
Reprint Date / Reprint Date / Reprint Date / :
Hara: 11.03.2024 Hata: 11.03.2024 Jlara: 11.03.2024




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

aday s Laboratories Ltd.

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon" Dkcnpece (keToposak) TabneTky, AMCIEeprupyeMble B NOIOCTH pTa, 10 Mr

Batch No / : V2400282 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002444902 Date of Analysis / : 11.03.2024
AHajgaTHYecKkHii oTueT Ne JlaTa aHaan3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jara npouszBojacTBa TI'onen no

Analysis performed according ND / Ananu3s nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page Sof 8 /Ctp. S u3 8

8 Related impurities / PoacTBeHHble pUMecH

ketorolac 1-hydroxy analog /
l-ruapokcuaHanor

Below LOD (LOD = 0.0010 %) /
Huzke npenena obuapyxenus (IO =

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

KeTopoaka 0.0010%)
ketorolac 1-keto analog/ 0.08 % Not more than 0.8 % / He 6osee 0,8 %
1-keToanasnor keToponaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eAMHNY Hast
HeHMaeHTU(HHLUPOBAHHAS
NpHMech
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/ OcTtaTouHble OpraHn4ecKue pacTBOPUTESIH

Isopropyl alcohol /
Hzonponanon

12 pg/tab /
12 MKr B TabneTke

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

Remarks: The Product conforms to ND/
ITpumeuanue: [IpoaykTt cooTBeTcTBYET TpeboBaHusiM HJJ

Conclusion: APPROVED /
3akmoyenne: OJJOBPEHO

Jara: 11.03.2024

Jara: 11.03.2024

Prepared by / Checked by / Approved by: Manhger/Executive /
ITonrororneno: Ankit [Iposepeno: Rama Kant OnobpeHo: Menemkep / Pykopoaurens
_ Abhishek Chauh C
el
Reprint Date / Reprint Date / Reprint Date /

Jara: 11.03.2024

ITICE: ¢
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Formuiation Unit-o

Vil hel, Nalagarh Road, Badai,

DisttaSolan, H.A, 173 205, INGA
CERTIFICATE OF ANALYSIS - r)‘a o
CEPTUOUKAT AHAJIM3A ) o

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Ketopon" Dkcnpecc (keToponak) TabieTky, AHCMeprupyemble B NONOCTH pTa, 10 Mr
Batch No / : V2400282 Batch Quantity / : 3600000 tab /
Cepust No O0beM cepHH 3600000 Tab
Analytical Report No / : 040002444902 Date of Analysis / : 11.03.2024
AnanuTuyeckuii oTyer Ne Jara anaausa
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTa npoH3BOACTBA T'open no
Analysis performed according ND / Ananu3s nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot
27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 6 of 8/ Crp. 6 u3 8

11 | Microbial enumeration tests / MuxpoGuooruyeckas yucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6uiee yucio He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpTraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61ee He 6onee 100 KOE/r
YHUCIIO IPOIKEBBLIX U
TIIECHEBBIX TPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBUe B 1 T
12 | Uniformity of dosage units / 7.0 Acceptance value (AV) not more than
OaHOpoAHOCTH 15.0 / IlpuemouHoe 3Ha4deHue (AV) He
A03HPOBaHUS 6onee 15,0.
13 Assay / KoninuecTBeHHOe 9.9 mg/9.9umr From 90mg to 11.0mg of
onpenesieHHe (98.5 %) C15H3NO3°C4H (NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi(e] 11,0 Mr C15H13NO3‘C4H11NO3
(ketoponaka TpomeramuH) (ot 90,0 mo
110,0 % OT 3asBJIEHHOIO KOJUYECTRBA) B
TabneTke
1" Butylhydrunyunivule 0.0985 mp/tab / Mot legs than 0.042 mg/tab /
content / Coaepxanune 0.0985 mr B TabneTke He menee 0,042 Mr B TabneTke
Oy THITMAPOKCHAHH30J1a

Remarks: The Product conforms to ND/
INpumeuanue: ITponykT coorsercTByeT Tpebosanuam H/JI

Conclusion: APPROVED /
Bakawuenune: OJJOBPEHO

Prepared by / Checked by /
IToaroroeneHo: Ankit A [lpoeepeno: Rama Kant

Approved by: Manager/Executive /
Onob6peno: Menemixkep / PykoBoauresns

Regiztered O

{ ::”« - Abhishek Chauhan {
i /’ ;
Reprint Date / Reprint Date / Reprint Date /
Hara: 11.03.2024 Jara: 11.03.2024 Jara: 11.03.2024
ills, Hyderabad - 500034, Telangana, india

. Ernailt meilEdereddus.com
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (ketoposak) TableTKH, AUCIEPrUpyeMble B MOJOCTH pTa, 10 Mr

Batch No / 1 V2400282 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002444902 Date of Analysis / : 11.03.2024
AHAJIHTHYECKHI oT4eT Ne HNaTta anaaunsa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jara npou3BoAcTBa I'ogen o

Analysis performed according ND / Anann3s nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, n3menenue Ne2 ot 11.11.2022)

Page 7of 8/ Crp. 7 n3 8
15 | Package / YnakoBka 10 tablets in a blister of | 10 tablets inablister 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 | Tabnetok B 6auctepe u3 (ITA/AJI/TIS ¢
pack. / Ilo 10 Tabnetrox B | Biaromoriorutenem/IIOBII) ¢onbru //
onmucrepe w3 (MTA/AJV/IID ¢ | (T13/AJ]) ponery. ITo 1 nnu 2 6nucTepa
BiaromnornotureneM/I13BIT) C HUHCTpYKLMEH IO NPHMEHEHWIO B
doneru // (II3/AJT) doneru. Ilo | navky KapTOHHYIO.
2 OnMcTepa ¢ MHCTPYKUHEH IO

NpUMEHEHUIO B nayxy
KapTOHHYIO.

16 | Labeling / MapxkupoBka According to ND / B cootBetctBuu ¢ HJ

17 | Storage conditions / Below 25 °C. / Ilpu Temneparype He Boiue 25 °C,

XpaHeHue

18 | Shelf life / Cpok roanocTu 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.
* TIpu BHINYCKE JIEKAPCTBEHHOTO NMpenapaTa KOHTPOIbL KayecTBa 10 nokasaresro «Mukpoouojioruyeckas

YHUCTOTA» NPOBOAUTCH JJISA Kaxaoi 20-oii CEepHH, WJIH AJIA OQHOM CEpUM B Iroa, B 3aBUCMMOCTH OT TOr'o, 4TO
HACTYNHUT paHblIE,

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

[Mpumeuanue: [IpoaykT cooTBercTByeT Tpebosanuam HJI 3akmwyenne: OJJOBPEHO

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

[ToaroToBneHo: Ankit ITporepeno: Rama Kant Onobpeno: Menemxkep A Pykosoauresns
Mk Abhishek Chauhan \

Reprint Date / - Reprint Date/ Reprint Date / '

Jara: 11.03.2024 Jara: 11.03.2024 Jara: 11.03.2024

Reaistered Office: &2-3

3, Banjara Hills, Hyder
el 31 G2 44960 230, Fax i ‘

T RIS ek
) 49k 2959, &




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS o

CEPTUOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropon™ Dxcnpecc (keToposak) TabneTky, AMCNEprupyeMeie B fMoi0CTH pTa, 10 M1

Batch No / : V2400282 Batch Quantity / : 3600000 tab /
Cepusa Ne O6bem cepHH 3600000 Tab
Analytical Report No / : 040002444902 Date of Analysis / : 11.03.2024
AHaJIHTHYECKHI oT4eT Ne Jara anaausa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jata npousBoacTea I'open no

Analysis performed according ND / Ananun3s nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, namenenue Ne2 ot 11.11.2022)

Page 8 of 8 /C1p. 8 n3 8

API name / HaumenoBanue A®C:

Ketorolac tromethamine / Ketoponaka

HomMmep cepuu cyocTaHuuu npoussoautens IJID:

TPOMETaMHH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepuu npouspoauresi ADC: ABQH006611
FP Manufacturer API Batch number / FEQA00572

API Manufactured by & country /
Ipoussoauteab ADC, crpana:

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

Remarks: The Product conforms to ND/
[Tpumeuanue: IponykT coorseTcTBYET Tpebopanuam HJI

Conclusion: APPROVED /
3akawyenne: OJOBPEHO

Prepared by / Checked by /
[MoarorosneHo: Ankit \ ITpoeepeno: Rama Kant
[
13

Approved by: Manager/Executive /
Ono6peno: Menemxkdp / Pykosoaurens
Abhishek Chauhan k

W
Reprint Date / Reprint Date /
Hara: 11.03.2024 Jara: 11.03.2024

Reprint Date /
Jara: 11.03.2024

tfice rail | 3, Banjara Hi




