Dr. Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponxyxt: Ketopon®™ Dkcnpecc (keToponak) TablIeTKH, AUCIIEPTUpYEMbIe B TOJOCTH pTa, 10 Mr

Batch No / : V2400402 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002464982 Date of Analysis / : 28.03.2024
AHaauTHYeCKHH oT4UeT Ne Jara ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
HJarTa npousgoacTea I'onen no

Analysis performed according ND / Ananu3 nposeaen no HJL:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmeHenune Nel ot

27.12.2021, n3menenune Ne2 or 11.11.2022)

Page 1 of 8/ Crp. 1 u38

No

Test / ITokaszaTensb
Ne

Results / PesynbraTsl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrable, nnockue
TabneTkd c¢ ¢ackoi, cBeTIO-
XEJTOTro LBeTa C TPaBUPOBKOM
«l» Ha OZHOM CTOpPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrible, njaockue TabneTku ¢ Gackoi,
CBETJI0-XKENTOr0 L[BE€Ta C IPAaBUPOBKOMU
«|» Ha OJHOH CTOpOHE.

2 Identification / ITopIMHHOCTE

Ketorolac / Kemoponaxk

a) Byuv/
Yd-cniektpodoTomeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTps!
TMOTJIOIIEH S HCTILITYEMOIO pacTBopa U
pacTBopa  cTaHAapTHoro  obpasua
KETOpoJiaka TPOMETAMHHA  JOJDKHBI
HMETb MaKCUMYMBI IIPU OJTHOM U TOM xe
JUTHHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/

IIpumeyanue: Ilpoaykr cooTBeTcTBYeT TpeboraHusm HJ{

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Jara: 28.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroengno: Anjali IlpoBepeno: Rama Kant Onob6peno: Menemxkep / Pykopoaurtesns

) Q\.AWS’J/ Manoj Kumar M
Reprint Date / Reprint Date/ Reprint Date /

MHara: 28.03.2024

JlaTa: 28.03.2024




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkcnpecc (ketoposnak) TabaeTku, JUCIeprupyemble B IoJocTy pra, 10 mr

Batch No / : V2400402 Batch Quantity / : 3600000 tab /
Cepns Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002464982 Date of Analysis / . 28.03.2024
AHanuTH4eckuii oTyer No Jara ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
HaTa nponzBoacTea T'ogen no

Analysis performed according ND / Ananu3 npoeeaen mo H/I:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel or
27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page 2 of 8/ Crp. 2 u3 8

No

Test / [TokazaTenn
Ne

Results / Pe3ynbraTel

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 ymepxuBaHus
OCHOBHOTO MMHKa Ha XpoMarorpamme

HCTIBITYEMOTO pacTBopa JIOJIYKHO
COOTBETCTBOBATH BpeMeEHH
VIEpXKHUBaHHS OCHOBHOTO TIHKAa Ha
XpoMaTorpaMmme pacTBopa
CTaHJApTHOrO oOpaslla KeTopoJiaka
TpOMeTaMHHa (pa3nen

«KonuecTBeHHOE ONpeleNCHUE»).

Remarks: The Product conforms to ND/

Ilpumeuanne: Ilpoxykr coorrercTByeT TpeboBanusam HJT

Conclusion: APPROVED /
3akawuenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Anjali IIposepeno: Rama Kant Onobpeno: Menemxkep / Pykoppantens
i_ é//. ’?1_/ Manoj Kumar u" ! EEE

Reprint Date / Reprint Date / Reprint Date /
Jara: 28.03.2024 Hara: 28.03.2024 Jara: 28.03.2024

Road Mo, 3, Baniara Hills, Hyders

{erabad - S

na, ndia




Dr.Reddy’s €&
CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Oxcnpecc (keToposiak) TabneTku, AMcIeprupyeMsble B NojIocTh pTa, 10 Mr

Batch No / : V2400402 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 tab
Analytical Report No / : 040002464982 Date of Analysis / : 28.03.2024
AHajuTHYecKHii oTueT Ne Jlata aganusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
HdaTta nponsBoacTBa I'ogen no

Analysis performed according ND / Ananus nposeaen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot
27.12.2021, u3zmenenne Ne2 or 11.11.2022)

Page3 of 8/ Crp.3 n3 8

No

No Test / IlokasaTenn Results / PesynbraTh! Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMopuHHOCTD butylhydroxyanisole peaks on the
Oy THJITMAPOKCHAHU30JT 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 yIepXHBaHUA
NUKOB  2-OyTHITHOPOKCHAHHU30Ma U
3-6y THArMAPOKCUAHU30Ma Ha
XpoMarorpamMme UCIBITYEMOTO
pacTBopa HOJDKHBl COOTBETCTBOBATD
BpEMEHaM yIAEPKNBAHYSA MTUKOB
2-0yTWITMAPOKCHAHK3O0TIA u
3-6y THIrUAPOKCHAHU30IIa Ha
XpOMaTorpaMme pactBopa
CTaHAapTHOIO obpasua
OYTUITMAPOKCUAHU30JIA (pazuen
«Conepxanue
OYTHITHIPOKCUAHH3O0IIAY).
4 Average weight / Cpeanss 69.2 mg/69.2 Mmr 67.2 mgto 72.8 mg (70.0 mg £4.0 %)./
macca Ot167,2Mr no 72,8 Mr (70,0 Mr+£ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [Ipoaykr coorBercTByeT Tpeboanusm HJ| 3axmwouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MonroTopnexg: }ﬁali ITpoBepeno: Rama Kant Onobpeno: Menemxep / Pykosgautesns
,K 3 4% . ‘@,,ﬂ' Manoj Kumar 5 [ [ ij
‘)// - pl =
Reprint Date / Reprint Date / Reprint Date /
Jara: 28.03.2024 Hara: 28.03.2024 JHara: 28.03.2024

e drreddys.com




Dr. Reddy’s Q':' ,'

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Okcnpecc (keToposak) TabieTky, Juclieprupyemble B MON0CTH pTa, 10 mr

Batch No / : V2400402 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002464982 Date of Analysis / : 28.03.2024
AnajuTHyecKkuii oTyer Ne Jlata anajusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTa npon3BoacTBa I'onen no

Analysis performed according ND / Anaimu3 nposenen mo HJL:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3meHenne Nel ot
27.12.2021, n3menenune Ne2 ot 11.11.2022)

Page 4 of 8 /C1p. 4 u3 8

NN? Test / ITokazaTens Results / PezynbTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than + 10 %
OAHOPOAHOCTHL MACChl 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He Gonee + 10 %
2/20 Tabnetox — He 6onee + 20 %
5 Disintegration time / 00 min 24 sec / 00 MuH 24 cex Not more than 3 min / He 6onee 3 Muu
Pacnagaemoctnb
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 98% Not less than 75% (Q) of
. CisH13NO3¢C4H | 1NOs (ketorolac
Unit-2 / Ta6n-2 101% tromethamine) in 15 min / He Menee
Unit-3 / Ta6x-3 97% 75% (Q  CisHisNO3*C4H1NO;3
) (xeToponaka  TpOMETaMHH)  4epe3s
Unit-4 / Tabn-4 98% 15 MuH
Unit-5 / Tabn-5 101%
Unit-6 / Ta6n-6 101%
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
Jduneuvpenuein 710 pun sigve iv fuied. £ O0pasy=iLn
OJHOPOIHAS CYCUEH3Ms, MPOXOIIas
CKBO3b CHTO C pa3MepoM OTBEPCTHi
710 MKM.

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

ITpumeuanwue: IIpogykT cooTBeTcTRYeT TpeboBanusM HJT 3akawyenne: OJJOBPEHO

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

Ionroroene \{mjah IIposepeno: Rama Kant OpnobpeHo: MeHemKep / Pykogoauresib

__E\ U -Lt'_ Manoj Kumar ﬁ
o
Reprint Date / Reprint Date / Reprint Date /
Jara: 28.03.2024 Jara: 28.03.2024 Jara: 28.03.2024
Begistergd Cffice: 8-7-337, Read Moy 3

Banjara Hills, Hyderabad - 560024, Telzngana, indis

ToleeS1 40 4900 28090,




Dr. Reddy’s QE‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITponaykr: Keropon® Dkenpecc (ketoposiak) TableTky, qUCTIEprupyeMble B MOJI0CTH pTa, 10 Mr

Batch No / 1 V2400402 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepuu 3600000 Tab
Analytical Report No / : 040002464982 Date of Analysis / : 28.03.2024
AHaJluTHYEeCKHH oTyeT Ne JlaTa ananu3a

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
JaTa nponsBoacTBa I'onen no

Analysis performed according ND / Ananns nposexen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, uamenenue Ne2 or 11.11.2022)

Page Sof 8/ Crp. Su3z 8

8 Related impurities / PoacTBennnle npumecu

1-FHL[pOKCHaHaJ’IOl"
KEeTOopOJIaKa

ketorolac 1-hydroxy analog /

ketorolac 1-keto analog/
1-KkeToaHaor KeTopoiaka

0.05 %

CAUHUYHasA

HpUMeECh

Any unidentified impurity /

HeuaeHTH(ULIMPOBaHHAs

0.02 %

Not detected / He obHapyxeHa

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

Not more than 0.8 % / He 6onee 0,8 %

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

Total impurities /
CymMa npumeceit

0.1%

Not more than 1.0 % / He 6omnee 1,0 %

9 Water / Bona

26%

Not more than 7.0% w/w /
He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTouHble opraHu4ecKue pacTBOPUTENH

Isopropyl alcohol /
HzonponaHon

12 pg/tab /

12 MKr B TabneTke

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

Remarks: The Product conforms to ND/
IIpumeuanne: IIpoaykt cooTBeTcTBYeT Tpeboranuam HJT

Conclusion: APPROVED /
3axmoyenne: OJJOBPEHO

Prepared by /

l'[o.nromnnjxﬁi Ej ali
S

o

Checked by /
ITpoeepeno: Rama Kant

b

Approved by: Manager/Executive /

Onobpeno: Menemxep / PYKOBOAWTEL
Manoj Kumar wt

Reprint Date /
Jlara: 28.03.2024

Reprint Date /
Hara: 28.03.2024

Reprint Date /
Hara: 28.03.2024

Ragisterad Office: &

2-227, Road te 3, Banjara Hills, Hydeimbad - SC0024, Telangana, indin




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dkenpecc (keToposak) TabaeTKH, JUCIeprupyeMble B MoJaocTy pra, 10 mMr

Batch No / : V2400402 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002464982 Date of Analysis / 1 28.03.2024
AHajquTHYecKHH oTueT Ne JlaTa anaim3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTa npon3BoacTsa T'open no

Analysis performed according ND / Ananu3 nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel or

27.12.2021, uamenenue Ne2 or 11.11.2022)

Papge 6 of 8 / CTp. 6 13 8

11 | Microbial enumeration tests / MukpoGuosioruyeckast Ynerora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obwee yncno He 6onee 1000 KOE/r
a3poOHBIX MUKPO-
OpraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61ee He 6onee 100 KOE/r
YUCIIO APOAOKEBBIX U
TUIECHEBBIX rpUbOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtrcyTcTBHE B 1 T
12 Uniformity of dosage units / 4.5 Acceptance value (AV) not more than
OagHopoaHOCTH 15.0 / [IpuemMouHoe 3Ha4yeHue (AV) He
NO3HPOBAHNS 6onee 15,0.
13 Assay / KotmuecTBeHHOE 9.9 mg/9.9ur From 90mg to 11.0mg of
onpenejeHue (99.5 %) C1sHisNO3*C4H | 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
pa(e] 1 1,0 M C15H13NO3'C4H11NO3
(xetoponaxa tpometamuH) (ot 90,0 no
110,0 % OT 3asABIEHHOTO KONTUYECTBa) B
TabneTke
14 | Butylhydroxyanisole 0.0936 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanune 0.0936 mr B Tabnetke He menee 0,042 mr B TabneTke
6yTHArnaApoKcHaHU30/1a

Remarks: The Product conforms to ND/

IIpumeyanue: [IpogykT cooTBeTcTBYET TpeboBanusm HJL

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

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

Honromsnﬁ ﬁjali [IpoBepeno: Rama Kant Ono6peHo: Menemxkep / Pykosoautens
e — & 5 ér Manoj Kumar 'E i,l !!!E

Reprint Date / Reprint Date/ Reprint Date /

Jara: 28.03.2024 Hara: 28.03.2024 Jara: 28.03.2024

geglsterpd Gifice: §-2-33)

Tel, +921

b anin
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Dr. Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoayxt: Keropon® Dkcnpecc (keToponak) TabneTky, Jucneprupyemble B NoaocTH pra, 10 mr

Batch No / : V2400402 Batch Quantity / : 3600000 tab /
Cepusa Ne O6bemM cepun 3600000 tab
Analytical Report No / : 040002464982 Date of Analysis / : 28.03.2024
AnanuTHyeckHii oTyet Ne JlaTa anHaiau3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jara npoun3BojacTea I'onen no

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

27.12.2021, n3menenne No2 or 11.11.2022)

Page 7of 8 /Ctp. 7u3 8

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. / Ilo 10 Tabnetok B
omucrepe u3z (ITA/AJV/IID ¢
BiaaronoriorureneM/I19BIT)
donbru // (I13/AJT) donsru. Ilo
2 6nmHcTepa ¢ WHCTPYKLMEH MO
NpUMEHEHUIO B nayuky
KapPTOHHYIO.

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
tabnerok B 6nucrepe u3z (ITA/AJI/TID ¢
pnaronornoturenemM/I19BII) donbru //
(TI3/AJ1) dponsru. Io 1 mnu 2 Gnuctepa
¢ HMHCTPYKUHeH 0O NPUMEHEHHIO B
NayKy KapTOHHYIO.

16

Labeling / MapkupoBka

According to ND / B cootBetcTBuu ¢ HJ{

17

Storage conditions /
XpaHeHue

Below 25 °C. / Ilpu Temneparype He Bblie 25 °C.

18

Shelf life / Cpox rogaoctn

2 years / 2 roma

* 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 BBIIYCKe JIEKAPCTBEHHOrO NpenapaTa KOHTPOJIb KayecTBa 1o nokasartesio «Mukpobuosoruueckas
YUCTOTa» NPOBOANTCS ANt Kol 20-0if cepun, nian AJIsl OAHON CEpUH B Ioll, B 3aBHCUMOCTH OT TOI0, YTO
HACTYNUT paHblue.

Remarks: The Product conforms to ND/
Ilpumevanue: Ilpogykt coorseTcTBYeT TpeboannaM HJJ

Conclusion: APPROVED /
3axmoyenne: OJJOBPEHO

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

ToaroroengHo: Anjali IIposepeno: Rama Kant Onobpeno: Menemxep / PykoBoguresb
,!ﬁ( ) ) Manoj Kumar @ ; u E?

Reprint Date / Reprint Date / Reprint Date /

Jlata: 28.03.2024 Jata: 28.03.2024 Jlata: 28.03.2024

Rogisterad Sriica:

ol 181 4

7, Road Mo 4, Banipra Hills, Hyderabad - 5

T
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Dr. Reddy'’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Dkenpecce (ketoposiak) TabIeTKH, AUCTIeprUpyeMble B IOJIOCTH pTa, 10 mMr

Batch No / 1 V2400402 Batch Quantity / : 3600000 tab /
Cepusi Ne O6Bem cepuu 3600000 Tab
Analytical Report No / : 040002464982 Date of Analysis / : 28.03.2024
AHanuTHYecKHH oTyeT Ne JlaTa anaausa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jata npon3BoacTea I'ogen no

27.12.2021, nzamenenue Ne2 or 11.11.2022)

Analysis performed according ND / Ananu3 nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

Page8of 8 /Crp. 8 m3 8

API name / Haumenosanune ADC:

Ketorolac tromethamine / Ketoponaka

Howmep cepuu cyGeTannuu nponssoautens I'JId:

TpOMETaMHH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Howmep cepun npousBogutensa AQC: ABQH006734
FP Manufacturer API Batch number / FERA00028

API Manufactured by & country /
IIponssoautens A®C, cTpaHa:

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

Remarks: The Product conforms to ND/
[Ipumeyanue: IIpoaykT coorBercTByeT TpebosanuaM HJI

Conclusion: APPROVED /
3akaoyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoxaroTtopaeo: Anjali [TpoBepeno: Rama Kan OpnobpeHo: Menemxkep / Pykosoaurens
‘W W[}" Manoj Kumar @@
4
Reprint Date / Reprint Date / Reprint Date /
Jara: 28.03.2024 Hara: 28.03.2024 Jlata: 28.03.2024




