Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dxcnpecc (keToposak) TabneTku, AMcneprupyemMple B N0J0CTH pTa, 10 Mr

Batch No / : V2400072 Batch Quantity / : 3600000 tab /
Cepns Ne O0bem cepin 3600000 Tab
Analytical Report No / : 890001717488 Date of Analysis / : 13.02.2024
AvaguTuueckuii oTyeT Ne JaTta ananu3a

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jata npoH3BoAcTBA Tomen mo

Analysis performed according ND / Ananus nposenen mo HJL:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel ot

27.12.2021, uamenenne Ne2 or 11.11.2022)

Page10of 8/Crp. 1138

VO-cnekTpoGoTOMETPU

i.? Test / Iloka3aTens Results / Pe3ynbTaTsl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|' debossed on one side. /
side. / Kpyrple, mnockue | Kpyrisie, miockue Tabnetku ¢ $packoi,
TabneTku ¢ (ackoi, CBETNIO- | CBETIO-KEITOro LBETa ¢ MPaBHPOBKOM
KEJITOrO0 1[BETa C TPaBUPOBKOH | «I» Ha OJHOM CTOPOHE.
«|» Ha OIHOH CTOpOHE.
2 Identification / [TonnuHHOCTH
Ketorolac / Kemopoaak
a) Byuv/ Complies / CooTBETCTBYET UV spectra of the test solution and

ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnexTpbl
HOTJIOLIEHHS HCIIBITYEMOTO pacTBOpa U
pacTBopa  CTaHZapTHOro  ofpasua
KETOpOJaka TPOMETaMHHA IOJDKHBI
UMeTh MaKCUMYMBI ITPU ORHOM U TOM e
IUTHHE BOJHEI (+ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanne: Ipoaykr coorpercTByeT TpedoBanusm HJT

Conclusion: APPROVED /
Jaxmwiaenne: OJJOBPEHO

Prepared by /
IToaroroeieno: Shivani

Ar

Checked by /
IpoBepeno: Santosh Kumar

Maurya @/
o

-

Approved by: Manager/Executive /
Onobpeno: Mene
Abhishek Chauha

Reprint Date /
Jara: 13.02.2024

Reprint Date /
JHara: 13.02.2024

Reprint Date /
JlaTa: 13.02.2024

ep / PykoBoaurens
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkcnpece (keToposiak) TabNETKH, AUCIIEPTHPYeMbIe B MTOJIOCTH PTa, 10 mr

Batch No / : V2400072 Batch Quantity / : 3600000 tab /
Cepus Ne O6BbeM cepHH 3600000 Tab
Analytical Report No / : 890001717488 Date of Analysis / : 13.02.2024
AnannTuyeckuii oryer No JaTta anaiu3a

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JaTta npou3soacTBa T'open no

Analysis performed according ND / Asan3 nposeaen no HJ/L:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or

27.12.2021, u3menenue Ne2 ot 11.11.2022)
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Specification / Hopma

No

Ne Results / Pe3ynbTaThl

Test / IToka3aTenanb

b) By HPLC / BOXKX

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). / BpeMms yzepxuBaHUA
OCHOBHOTO IHKa Ha XpoMaTorpaMme
MCOBITYEMOTO ~ pacTBopa  JHOJDKHO
COOTBETCTBOBATH BpeMeHH
yaepXKHBaHUs OCHOBHOrO IIMKa Ha
XpoMaTorpaMme pacTeopa
CTaHIApTHOTO KeTOpoJiaka
TpoMeTaMHHa (paznen
«KonuuecTBEHHOE ONpeeNICHUe).

Complies / CooTBETCTBYET

obpasua

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeyanne: [ponykT cooTseTcTBYeT Tpebopanuam 1] Jaxmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosneno: Shivani ITposepeno: Santosh Kumar | Ono6peno: Menemkep / Pykosoaurens
Maurya Abhishek Chaphan
vl q%
bs B
Reprint Date / Reprint Date / Reprint Date /
Jata: 13.02.2024 MHara: 13.02.2024 Hara: 13.02.2024
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon® Dxcrpece (keTopoak) TabeTky, AUCHeprUpyeMbie B 010cTH pra, 10 Mr

Batch No / : V2400072 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepHH 3600000 tab
Analytical Report No / : 890001717488 Date of Analysis / : 13.02.2024
AHaJIHTHYeCKHi oTUeT Ne JlaTa ananusa

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
Jata npou3BoacTBa T'ogen no

Analysis performed according ND / Ananu3 nposeaen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or
27.12.2021, uamenenue Ne2 ot 11.11.2022)
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ioo Test / Iloka3aTennb Results / Pe3ynsTatsl Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoayiMHHOCTB butylhydroxyanisole peaks on the
OYyTHNrMAPOKCHAHU30JT 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 yIepKHBaHMs
NUKOB  2-0yTHITHAPOKCHUAHHU30JIA H
3-OyTWITMAPOKCHAHH30JIa Ha
XpoMarorpamme HCTBITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBAaTh
BpEMEHaM yOEPKUBAHUA MIUKOB
2-0yTHIrHAPOKCHAaHU30J1a u
3-0yTUITHAPOKCUAHU30M1a Ha
XpomaTtorpamme pactBopa
CTaHJapTHOTO obpasua
OYTHITHAPOKCHAHU30J1a (pa3zen
«ConepxaHue
OYTHITHAPOKCHAHHU30Ian).
4 Average weight / Cpenusis 70.1 mg/70.1 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr no 72,8 mr (70,0 Mr+ 4,0 %).

Remarks; The Product conforms to ND/
LIpumeyanne. IMpuayki couiseicisyer tpebusdannsm [T

Conclusion: APPROVED /
Bariarwaenne: OJIOLIEIIO

Prepared by /
TMoarorosneno: Shivani

138

Checked by /
INpoepeHo: Santosh Kumar

Maurya )
Ty (
@'

Approved by: Manager/Executive /
OnobpeHo: Mengmiep / PykoBoaurens
Abhishek Chauh: \

Reprint Date /
Jata: 13.02.2024

Reprint Date /
Hara: 13.02.2024

Reprint Date /
Jara: 13.02.2024
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dkcnpecc (keToposak) TabeTkH, Mcreprupyemsie B MoJI0CTH pTa, 10 mr

Batch No / : V2400072 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepun 3600000 Tab
Analytical Report No / : 890001717488 Date of Analysis / : 13.02.2024
Anajutrnyeckuii oruer Ne Jara anayiusa

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
HJara npou3BoacTBa I'onen no

Analysis performed according ND / Anann3 nposeaen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

27.12.2021, n3menenue Ne2 or 11.11.2022)
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.1;1%0 Test / IlokasaTenn Results / Pe3ynpTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than £ 10 %
OAHOPOJHOCTH MACCHI 2/20 tablets - not more than + 20 % /

18/20 Tabnetox — He Oonee 10 %
2/20 tabnetok — He 6onee = 20 %
5 Disintegration time / 00 min 26 sec / 00 muH 26 cex Not more than 3 min / He 6onee 3 Mux
PacnagaemocTnb
6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 103% Not less than 75% (Q) of
. Ci15sH13NO3+C4H 1NO3 (ketorolac
Unit-2 / Tabn-2 101% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 101% | 75% (Q  CisHisNOs*CsHiNOs
) (xeToponaka  TpPOMETAaMHH)  depes
Unit-4 / Tabn-4 100% 15 MuE
Unit-5 / Tabn-5 99%
Unit-6 / Tabn-6 100%

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

JacnepcHocTh 710 pum sieve is formed. / O6pasyercs
OJHOPOMHAS CYCIEH3Wsl, MPOXORAINas
CKBO3b CHTO C pa3MEpOM OTBEpCTHUii
710 MKM.

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

[Mpumeuanue: Hpoaykr covrsercrsyer rpebosanuam 171 3axkmouenue: OJOLIEIIO

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

IToarororneno: Shivani IMposepeno: Santosh Kumar | Onobpeno: Menemxkep / PykoBoaurens

— Maurya @/ Abhishek Chau

) e
Reprint Date / Reprint Date / Reprint Date /
Hara: 13.02.2024 Hara: 13.02.2024 Jara: 13.02.2024
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkcnpece (keToposiak) TabieTky, ANCIEprupyemMble B nosocty pra, 10 mr

Batch No / : V2400072 Batch Quantity / : 3600000 tab /
Cepus Ne Oobem cepun 3600000 Tab
Analytical Report No / : 890001717488 Date of Analysis / : 13.02.2024
AnaauTuyeckuii order Ne JlaTa aHayiM3a

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
JlaTa mpon3BoACTBA I'onen xo

Analysis performed according ND / Ananus nposeaen mo H/I:

JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3smenenue Nel ot

27.12.2021, namenenue Ne2 or 11.11.2022)
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8 Related impurities / PoacTeennbie npumecu

ketorolac 1-hydroxy analog /
1-ruApoKcHaHalor

Below LOD (LOD = 0.0010 %) /
Hwxe npenena oGuapyxenus (10 =

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

KeTopoJlaka 0.0010%)
ketorolac 1-keto analog/ 0.08 % Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHajIor KeTopoaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eJJUHUY HAs
HenaeHTUOUIIMPOBAHHAS
NpHUMeCh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMma npumecei

9 Water / Boaa 2.4 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4Hble OPpraHuy4eCcKHe paCTBOPHUTENH

Isopropyl alcohol /
Hzonponanon

22 pg/tab/
22 MKT B TabJIeTKe

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

Remarks: The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBETCTBYET TpeboraHusM HI{

Conclusion: APPROVED /
3akawuyenune: OJJOGPEHO

Prepared by /
IMoarotorneHo: Shivani

AT

Checked by /
Iporepeno: Santosh Kumar

Maurya @fj’

Approved by: Manager/Executive /
Onobpeno: Mene
Abhishek Chauh:

Reprint Date /
Hata: 13.02.2024

Reprint Date /
Jara: 13.02.2024

Reprint Date /
Hara: 13.02.2024

ep / PykoBoaureinn
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dxenpece (keroponak) Tabnerk, UCIeprupyeMble B MOJA0OCTH pTa, 10 Mr

Batch No / : V2400072 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001717488 Date of Analysis / : 13.02.2024
AHAJINTHYECKUI oTUeT No JlaTa apanu3sa

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
Jara npon3BoacTBA I'ogen no

Analysis performed according ND / Ananns nposeaen no H/I:
JIIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenme Nel or

27.12.2021, namenenne Ne2 ot 11.11.2022)
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11 Microbial enumeration tests / MukpoounoJiornyeckas 4ucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obwee uucio He Gonee 1000 KOE/r
a3poOHBIX MUKPO-
OpraHu3MoOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1iee He Gonee 100 KOE/r
YHCIIO OPOHOKEBBIX U
TUTECHEBBIX TpHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBUEe B 1 T
12 Uniformity of dosage units / 2.2 Acceptance value (AV) not more than
OnHopoaHocTh 15.0 / IlpuemouHoe 3Hauenue (AV) He
A03HPOBAHHS 6onee 15,0.
13 Assay / KosinuecTBeHHOe 10.1 mg/ 10.1 mr From 90mg to 11.0mg of
onpeaeeHue (101.2 %) Ci1sH;3NO3+C4H 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
oo 1 1,0 Mr C15H13N03'C4H11NO3
(xeroponaka TpoMmeramus) (oT 90,0 mo
110,0 % OT 3asBJICHHOTO KOJHYECTBA) B
Tabnerke

Remarks: The Product conforms to ND/
[pumeuanme: [poayir coorporernycr Tpobonarsin 11]]

Conclusion: APPROVED /
3armorcnnct OJIOEPEHO

Prepared by / Checked by /
[MoarotosneHo: Shivani Ipoeepeno: Santosh Kumar
Maurya

M

Approved by: Manager/Executive /
Onobpeno: Mengmxkep / PykoBoauresns

Abhishek Cha \

Reprint Date /
Hara: 13.02.2024

Reprint Date /
Jara: 13.02.2024

Reprint Date /
Hata: 13.02.2024
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon® Dkcnpece (keToponak) TabieTky, AUCIeprupyemele B MOJOCTH pTa, 10 mr

Batch No / : V2400072 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001717488 Date of Analysis / : 13.02.2024
AHaJuTHYeCKHI oTyeT No Jara ananausa

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
JaTta nponssoacrsa T'open no

Analysis performed according ND / Ananu3 nposenen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, nzmenenue Ne2 or 11.11.2022)
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14

Butylhydroxyanisole
content / Copepxkanue
OYTHIrMAPOKCHAHH30J1a

0.0972 mg/tab /
0.0972 mr B TabneTKe

Not less than 0.042 mg/tab /
He menee 0,042 Mr B TabneTke

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. / Tlo 10 Tabnerok B
onucrepe w3z (ITA/AJI/IID ¢
BrnaronoriotuteneM/[19BI])
¢donwru // (I13/AJT) doneru. Ilo
2 6nucrepa ¢ MHCTPYKLMEH IO
NPUMEHEHHUIO 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. / Ilo 10
TabsieTok B Onucrepe u3 (ITA/AJI/IID ¢
piaronornotutenem/I13BI1) donsru //
(IT5/AJ1) donsru. [To 1 unu 2 6nuctepa
C HHCTPYKIMEN M0 NPUMEHEHUIO B
MavyKy KapTOHHYIO.

16

Labeling / MapkupoBka

According to ND / B cootsetcTBuH ¢ HJ{

17

Storage conditions /
XpaHenue

Below 25 °C. / Ilpu Temnepatype He Briuie 25 °C.

18

Shelf life / Cpok roaHocTH

2 years /2 rofa

* 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 BLIIYCKe JIEKAPCTBEHHOrO Mpenapara KOHTPOJIb KayecTsa Mo nokasarenio « MuKkpoduosornyeckas
YHCTOTA» MPOBOJUTCS s KaxAoit 20-0ii cepuu, WM /IS OAHOH CEPHH B IO, B 3aBHCUMOCTH OT TOI0, YTO

HACTYIIUT paHblUe.

Remarks: The Product conforms to ND/
Hpumcuannac: Tpogyar coorscrersyer Tpobosamman 1111

Conclusion: APPROVED /
Jaxmoucunc: OJOLIEIIO

Prepared by /
IMoarorosneno: Shivani

/S r Maurya o

Checked by /
IIporepeno: Santosh Kumar

Approved by: Manager/Executive /
Onob6peno: Meugmkep / Pykosoauresns
Abhishek Chauhz

Reprint Date /
Jarta: 13.02.2024

Reprint Date /
Jara: 13.02.2024

Reprint Date /
Jara: 13.02.2024
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CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxTt: Ketopon® Okenpece (keToponak) TabeTkH, AUCIeprupyemsle B mojocTy pra, 10 mr

Batch No / : V2400072 Batch Quantity / : 3600000 tab /
Cepus Ne O6nbem cepun 3600000 Tab
Analytical Report No / : 890001717488 Date of Analysis / : 13.02.2024
AHanHTHYECKHI oT4eT Ne Jara ananusa

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jdara npousBoacrea I'onen o

Analysis performed according ND / Ananus nposeaen no H/I:

27.12.2021, namenenue No2 ot 11.11.2022)

JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel or
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API name / Haumenopanue AD®C:

Ketorolac tromethamine / Keroponaka

Homep cepun cyGeTanuuu npoussoautens IJId:

TPOMETaMUH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /
Homep cepum npouspoautenss ADC: ABQHEOESE
FP Manufacturer API Batch number / FEQA00573

API Manufactured by & country /
Hpoussonurens ADC, cTpana:

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

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IponykT coorBeTcTBYET TpeboBanuam HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroTtorneHo: Shivani Ipoeepeno: Santosh Kumar | Omo6peno: Mengazep / PyxosoauTens
Maurya Abhishek Chauhz
< T

b R \
Reprint Date / Reprint Date / Reprint Date / ]
Hara: 13.02.2024 Hara: 13.02.2024 Jata: 13.02.2024




