Dr Reddy’s ‘,’:‘

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Kertopon® Dkenpecc (ketoponak) TabieTku, AMCreprupyemsie B nonoct pra, 10 mr

Batch No / : V2400324 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6beM cepun 3600000 Tab
Analytical Report No / : 040002461798 Date of Analysis / : 27.03.2024
AnanuTHdeckHii oryer Ne Jlara ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTa npou3BoJcTBA I'oaen xo

Analysis performed according ND / Ananm3 nposegen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, n3menenne Ne2 or 11.11.2022)

Page10f8/Crp. 1 u38

No

Test / ITokazareab
Ne

Results / Pe3ynpsTaThl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpymiele, IUIOCKKE
Tabnetku ¢ ¢ackoi, cBewIO-
)KEJITOr0 1BeTa C I'PaBUPOBKOM
«l» Ha OHOM CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrible, IIockue TabneTky ¢ hackoi,
CBETJIO-XKEJITOTO LBETA C FPAaBUPOBKOMH
«I» Ha OJIHOH CTOpOHE.

2 Identification / IToANIMHHOCTD

Ketorolac / Kemoponak

a) Byuv/
Y®-cnexrpodoToMeTpUs

Complies / CoOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTps
MOIIOLIEHHsT HCIIBITYEMOT0 pacTBopa H
pacTBopa  CTaHOapTHOro  oOpasua
KETOpOJaka TPOMETAMHHA  JOJIXKHBI
HMMETh MAaKCUMYMbI IPH OAHOM M TOH Xke
JUTHHE BOJIHEI (£ 2 HM).

Remarks: The Product conforms to ND/

[Mpumeuanue: [Ipoaykt cooTBeTcTBYET Tpebosanuam HJI

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Jlarta: 27.03.2024

Hara: 27.03.2024

Prepared by / ; Checked by / Approved by: Manager/Executive /
[Noaroroaeno: Ankit A ITposepeno: Santosh Kumar | Onobpeno: Menemxkep / PykoBoautens
[ Manrya Y Pavan Kumar Sharma Ao
- =
Reprint Date / Reprint Date / Reprint Date / -

Hata: 27.03.2024
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Dr.Reddy’s ‘_.
CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dxcnpecc (ketoposiak) TablieTky, JUCIEPTMPYEMEBIE B NOJOCTH pTa, 10 Mr

Batch No / : V2400324 Batch Quantity / : 3600000 tab /
Cepnsa Ne Ob6bem cepun 3600000 Tab
Analytical Report No / : 040002461798 Date of Analysis / : 27.03.2024
AnanuTuiecknii otyer Ne Jara ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
Jdara npousBoacTsa Fonen no

Analysis performed according ND / Ananu3 nposeaen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenune Nel or
27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page 2 of 8 /C1p. 2 w3 8

No

No Test / Iloxa3aTennb 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). / BpeMms yzaepxuBaHus
OCHOBHOTO MHKAa HAa XpOMaTorpaMme
UCIILITYEMOTO  pacTBopa  JIOJDKHO
COOTBETCTBOBATh BPEMEHHK
yIOEPXKHUBAHUA OCHOBHOTO IHKa Ha
XpoMaTtorpamme pactBopa
CTaggapTHOro obpa3sua KeTopojiaka
TpOMETaMHHA (paznmen
«KonuyecTBeHHOE ONpeeNIeHUE).

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

[Mpumeyanue: [pogykT cooreTcTBYeT TpeboanusM HJJ 3akawyenne: OJOBPEHO

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

[Toarotosnexo: Ankit [Tpoeepeno: Santosh Kumar | Opobpero: Menemxep / Pykosoautens
_~"| Maurya @ Pavan Kumar Sharma /-~ ;/ g

- =

Reprint Date / Reprint Date / Reprint Date / =

Hara: 27.03.2024 Hara: 27.03.2024 Hara: 27.03.2024
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Dkcnpecc (ketoponak) TabneTkH, IMCOEPrupyeMble B TOJIOCTH pTa, 10 Mr
Batch No / : V2400324 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepHH 3600000 Tab
Analytical Report No / : 040002461798 Date of Analysis / : 27.03.2024
AHaJMTHYECKHH oTUeT No JaTa ananausa
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jdata npou3BoacTBa T'oxen no
Analysis performed according ND / Ananu3 nposenen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3amenenune Nel ot
27.12.2021, n3menenue Ne2 ot 11.11.2022)
Page3 of 8 /Crp. 3 u3 8
if Test / ITokasaTenb Results / Pe3ynpTathl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoanuHHOCTHL butylhydroxyanisole peaks on the
Oy THIrHAPOKCUAHH301 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 ynepXKUBaHUA
NHUKOB  2-OyTWITMAPOKCHAHH30IA U
3-6yTUNrUAPOKCHAHU30T1a Ha
XpoMarorpamme UCIIBITYEMOTO
pacTBOpa IOJDKHBI COOTBETCTBOBATBH
BpeMeHaM  yIep)KMBaHMS  ITHKOB
2-6yTHITMAPOKCHaHU30Ma "
3-6yTUNrUIpOKCHAHU30M1a Ha
XpoMmarorpamme pacTBopa
CTaHAAPTHOTO obpasua
GYTHITHAPOKCHAHM301a (pasnen
«ConepxaHue
Oy THIITUAPOKCHAHNU30JIAY).
4 Average weight / Cpeansis 68.7 mg / 68.7 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot 67,2 Mr mo 72,8 mr (70,0 Mr+4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: I[IpoaykT coorBeTcTBYeT TpeboBanusim HJL 3axmouenne: OJJOBPEHO
Prepared by / N Checked by / Approved by: Manager/Executive /
[oarorosneno: Ankit /7\ | Hpoeepeno: Santosh Kumar | OnoGpeno: Meneukep fwmenb
{ 7| Maurya . Pavan Kumar Sharma /
Reprint Date / Reprint Date / Reprint Date / -
Hara: 27.03.2024 Hata: 27.03.2024 Jara: 27.03.2024




Dr. Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon™ Dkcrpecc (ketoponak) TabneTky, AuCHeprupyemsie B nonocty pra, 10 mr

Batch No / 1 V2400324 Batch Quantity / : 3600000 tab /
Cepusi Ne O0nem cepuu 3600000 Tab
Analytical Report No / : 040002461798 Date of Analysis / : 27.03.2024
AHanuTHYeCKHH oTyeT Ne JlaTa ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Harta npou3BoacTBa T'open 1o

Analysis performed according ND / Anann3s nposeaen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel ot

27.12.2021, uzmenenne No2 ot 11.11.2022)
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1}:’ Test / IloxasaTensb Results / Pe3ynsTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBEeTCTBYET 18/20 tablets - not more than = 10 %
OaHOPOAHOCTH MaCChl 2/20 tablets - not more than + 20 % /

18/20 Tabnetox — He Oonee 10 %
2/20 tabnerok — He 6onee + 20 %
5 Disintegration time / 00 min 22 sec / 00 muH 22 cex Not more than 3 min / He 6onee 3 Mun
Pacnagaemoctnb
6 Dissolution / PacTBopeHue Unit-1/ Ta6na-1 99% Not less than 75% (Q) of
. C1sHi3NO3*C4H NO; (ketorolac
Unit-2 / Tabn-2 103% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 101% 75%  (Q)  CisHisNO3*C:HiiNO;
. (xeToponaka  TPOMETaMHUH)  uepes3
Unit-4 / Tabn-4 100% 15 Mun
Unit-5 / Tabn-5 99%
Unit-6 / Tabn-6 101%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / Ob6pasyercs
ONHOPOMIHAs CYCTEH3Ms, NpPOXONAIas
CKBO3b CHUTO C pa3MepoM OTBEPCTHI
710 MKM.

Remarks: The Product conforms

Ipumeuanue: IIpogykT cooTBeTcTBYET TpeboBanuam HJI

to ND/

Conclusion: APPROVED /
3axnouenune: O{OBPEHO

Prepared by / P
Monrotoeneno: Ankit / \

/4
J5

i

Checked by /
[Mpoeepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /

Onob6peno: Menemxkep / PyKkoBoaHTEIb
Pavan Kumar Sharma  _den—>—""

Reprint Date /
Jara: 27.03.2024

Reprint Date /
Jata: 27.03.2024

Reprint Date /
Jara: 27.03.2024




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TTpoaykT: Ketopon® Dkcnpece (keToponak) TabneTky, AUCTIeprHpyeMbie B nonocTh pra, 10 mr

Batch No / : V2400324 Batch Quantity / : 3600000 tab /
Cepus Ne O06nem cepuu 3600000 tab6
Analytical Report No / : 040002461798 Date of Analysis / : 27.03.2024
AnanuTHyeckuii oryer No JaTa anaansa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jdarta npou3BoJcTBa I'open no

Analysis performed according ND / Ananu3 nposegen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenune Nel or

27.12.2021, namenenne No2 ot 11.11.2022)

Page 5 of 8/ Crp. Suz 8

8 Related impurities / Poacreennble mpumecu

1-rufapokcHaHaior

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /
Huxke npenena o6Hapyxenus (I10 =

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

KeTopoJsaka 0.0010%)
ketorolac 1-keto analog/ 0.08 % Not more than 0.8 % / He 6oxnee 0,8 %
1-xeToaHaJIor KeToponaka
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eUHNYIHAsA
HeuaeHTU(ULMpPOBaHHAS 0.02 %
npuMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMma npumecen

9 Water / Boxa 23 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHH4YecKHe pacTBOPUTENHN

Isopropyl alcohol /
Hzonponanon

6 ng/tab /
6 MKT B TaOJIeTKe

Not more than 350 pg/tab /
He 6onee 350 MKT B TaOJIeTKe

Remarks: The Product conforms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYET Tpedoranusm HJI

Conclusion: APPROVED /
3akmouenne: OJIOGPEHO

Jara: 27.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
TToarororneHo: Ankit I[Tposepeno: Santosh Kumar | Onobpeno: Menemxep / PykoBoauress

| Maurya Pavan Kumar Sharma %
Reprint Date / Reprint Date / Reprint Date /

Hata: 27.03.2024

Jlara: 27.03.2024




Dr Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropon™ Dkcnpecc (ketoponak) TabeTkn, AMCHEprupyeMsie B noaocty pra, 10 mr

Batch No / : V2400324 Batch Quantity / : 3600000 tab /
Cepus Ne O6nbem cepun 3600000 Tab
Analytical Report No / : 040002461798 Date of Analysis / : 27.03.2024
AHAJIMTHYECKHI oTdeT No JlaTa aHamn3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTta npoH3BOACTBA T'onen no

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

JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, uamenenue Ne2 ot 11.11.2022)

Page 6 of 8/ CTp. 6 u3 8
11 Microbial enumeration tests / Mukpo6uoJsioruyeckasi 4HcTOTa*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6Luee 4uciio He 6onee 1000 KOE/r
a’poOHbIX MUKpPO-
OpraHu3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6mee He 6onee 100 KOE/r
YHCIIO APONOKEBBIX U
TUIECHEBBIX IPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBUe B 1 T
12 Uniformity of dosage units / 83 Acceptance value (AV) not more than
OaHOpOAHOCTDH 15.0 / IlpuemouHoe 3Ha4yeHue (AV) He
A03UPOBaHHUSA 6onee 15,0.
13 Assay / KonudyecTBeHHOe 9.9 mg/9.9mr From 90mg to 11.0mg of
onpeaesieHne (99.2 %) C15sH13NO3*C4H 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi(e] 1 1,0 MI C15H13NO3'C4H1 1NO3
(xeToponaka TpometamuH) (oT 90.0 no
110,0 % oT 3asiBJIEHHOTO KOJHYECTBA) B
TabrneTke
14 | Butylhydroxyanisole 0.0979 mg/tab / Not less than 0.042 mg/tab /
content / Copep:xaHue 0.0979 mr B Tabnetke He menee 0,042 mr B TabneTke
OYTHJITHAPOKCUAHM30J1A

Remarks: The Product conforms to ND/
[Tpumeyanwue: ITpogykT coorBeTcTBYeT TpeboBaHusIM HJ|

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /

IMoarotosneno: Ankit {\

!

Checked by /
 [Tposepeno: Santosh Kumar

Maurya Qﬁ'

i

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurenn
Pavan Kumar Sharma

=
/

Reprint Date /
Jara: 27.03.2024

Reprint Date /
Harta: 27.03.2024

Reprint Date /
Jlata: 27.03.2024




Dr.Reddy’s ‘.
CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykrt: Keropon®™ Okenpece (keToponak) TabJIeTKH, JHCTIEPTHPYEMble B MOJNOCTH pTa, 10 Mr

Batch No / : V2400324 Batch Quantity / : 3600000 tab /
Cepus No O0bem cepHH 3600000 Tab
Analytical Report No / : 040002461798 Date of Analysis / : 27.03.2024
AHaauTHYeCKHI oT9eT Ne JaTta ananu3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jara mpou3BoacTBa I'onen no

Analysis performed according ND / Anann3 nposeaen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenune Nel ot

27.12.2021, n3menenue Ne2 or 11.11.2022)

Page7of8/Crp. 7u3 8
15 | Package/ YnakoBka 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. / Ilo 10
information leaflet in a carton | Tabnerox B 6xucrepe us (ITA/AJI/IID ¢
pack. / Tlo 10 Tabnerok B | Braromornorutenem/IISBII) ¢onbru //
onucrepe w3 (MMA/AJV/TID ¢ | (IID/AJI) donsru. [To 1 unu 2 6aucrepa
pnaromornorutenem/I13BIT) ¢ MHCTpYKLHMEH [0 TpPUMEHEHHIO B
donwru // (I15/AJ1) donbru. [lo | nauky KapTOHHYIO.

2 6nuctepa ¢ HMHCTPYKLHMEH IO

NPUMEHEHUIO B nayky
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootsetcTBuu ¢ HJT

17 | Storage conditions / Below 25 °C. / TIpu Temnepatype He Boiwe 25 °C.

XpaHeHue

18 | Shelf life / Cpox roanocru 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 BLINYCKE JIEKAPCTBEHHOrO MpeNnapaTa KOHTPOJIb KayecTBa o nokasaTesio «Mukpoduoioruyeckas
YHCTOTA» NPOBOAUTCS s Kazxnoii 20-o0if cepum, WM AJIA OHOMH CepHH B rojl, B 3aBHCUMOCTH OT TOr0, YTO

HACTYNHT PAIDBLIC.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanme: IlpogykT cooTBeTcTBYeT Tpebopanusm HJJ 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMoarorosneno: Ankit fg\’l TIposepeno: Santosh Kumar | Omobpeno: Menemkep / PykoBoauTens
| Maurya A Pavan Kumar Sharma Y a.—7 —
{ .~ Iy @‘/‘! ,,ﬁ@'//

Vel

Reprint Date / Reprint Date / Reprint Date /
Hata: 27.03.2024 JHara: 27.03.2024 Jara: 27.03.2024




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUOPHNKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkenpecc (keToposak) TableTkH, JMceprupyemble B noJaocty pra, 10 mr

Batch No / 1 V2400324 Batch Quantity / : 3600000 tab /
Cepus Ne O6bemM cepHH 3600000 Tab
Analytical Report No / : 040002461798 Date of Analysis / : 27.03.2024
AHanuTHYecKHil oTueT Ne Jarta aganusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa npoH3BoACTBA I'oaen 10

Analysis performed according ND / Ananu3 npopeaen no HJ/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenune Nel ot

27.12.2021, uzmenenue Ne2 ot 11.11.2022)

Page 8 of 8 / Crp. 8 u3 8

API name / Haumenosanue ADC:

Ketorolac tromethamine / Ketoponaka

Howmep cepun cyberanuuu npoussoautens LJID:

TPOMETaMHH
INN / MHH: Ketorolac / Ketoposak
API manufacturer batch number /
Howmep cepuu npoussogurens A®C: ABQH006734
FP Manufacturer API Batch number / FERA00028

API Manufactured by & country /
Ipouseoantens A®C, crpaHa:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pepuit'c Jlaboparopuc Jita., MUuauns

Remarks: The Product conforms to ND/
[Tpumeuanue: Ilponykr cooTseTcTBYET Tpebosanuam HJI

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / = Checked by /
IToarorosneHo: Ankit il\ )
/~1L~"| Maurya

-

[

IIpoeepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyKOBOAHTEND
Pavan Kumar Sharma  fa—>> —

Reprint Date /
Jara: 27.03.2024

Reprint Date /
Jara: 27.03.2024

Reprint Date /
Jlara: 27.03.2024




