Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJM3A

Mpoayxr: Ketopon

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
™ Skcnpecc (keTOposak) TabNETKH, AUCTICPIHPYEMBIC B NOJIOCTH pTa, 10 Mr

Batch No / : V2400251 Batch Quantity / : 3600000 tab /
Cepyis Ne O6bem cepun " 3600000 tab
Analytical Report No / : 040002442077 Date of Analysis / : 08.03.2024
AnasuTHyeckHit oTueT No JlaTa anayuza

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
daTa npoH3BoAcTBA Topen ao

Analysis performed according ND / Anannz nposeaen mo HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamencnsue Nel ot

27.12.2021, namenenne No2 ot 11.11.2022)

Page1 of 8 /Crp. 1 u3 8

1}? Test / TloxazaTesn Results / PesynsTaTsl Specification / Hopma
1 Descri_ﬁm / Onucaume Light yellow round flat beveled | Light yellow round flat beveled tablets

tablets with "[" debossed on one | with "[" debossed on one side. /
side, / Kpymle, tmiockue | Kpyrnble, mnockue Tabnetku ¢ packoi,
tabneTk ¢ ackoif, cBeTNO- | CBETIO-KENTOrO LBETA ¢ IPaBUPOBKOM
KENTOr0 [BETa C TPaBHPOBKON | «I» Ha OJHON CTODOHE.
«l» Ha OHOW cTOpOHE.

2 Identification / [ToanuHHOCTD

Ketorolac / Kemaoponax

a) ByUv/
V®-cnekTpodoToMeTpHA

Complies / CooTBeTCTRYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength ( 2 nm). / Y®-cnekTpsl
[IOTJIOIIEHKS UCTIBITYEMOTO PacTBopa U
pacTBopa  cTaHAaapTHoro  obpasua
KETOpOJaKa TPOMETAMHHA  JOJDKHBI
AMETH MAaKCHMYMBI NIPH ORXHOM M TOH xe
ITMHE BOJHBI (£ 2 HM).

Remarks: ‘The Product contorms to N/
|lpumeuanue: Llpoaykr cooTeercTyeT Tpebosanmam HJL

Conclusion: APPROVED /
Jaknwuenne: UNOBPEHU

Prepared by /
IToAroTOBAEHO: Pra/vfsh' Rana

i )
=

Checked by /
ITposepeno: Pardeep Kumar

L -

Approved by: Manager/Executive /
Onobpero: Menenxep / PykoBoanTeNb
Manoj Kumar ’

|

.‘hﬁ i

Reprint Date /
Jlata: 08.03.2024

Reprint Date /
Jara: 08.03.2024

Reprint Date /
JHara: 08.03.2024
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Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Bxcnpece (ketoponak) TabneTky, AnCreprupyemsie B NONOCTH pTa, 10 M

Batch No / : V2400251 Batch Quantity / : 3600000 tab /
Cepus Ne Qonem cepun 3600000 Tab
Analytical Report No / : 040002442077 Date of Analysis / : 08.03.2024
AHanuTHYCccKril oTyeT Ne JlaTa anaJyiza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa mMpoH3BOACTBA I ogeH no

Analysis performed according ND / AHanu3 nposejien mo HJI:
JI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel or
27.12.2021, nzmenenne Ne2 ot 11.11.2022)

Page2 of 8 / C1p. 2 n3 8

No

N Test / [loka3aTenb

Results / Pe3ynbTaTs!

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). / Bpemsa yAepKHUBaHHA
OCHOBHOTO NHKA Ha XpOMaTOrpamme

HCTIBITYEMOrO  PacTBOpa  JOJXKHO
COOTBETCTBOBATH BPEMEHH
YOEpXUBaHUS OCHOBHOTO [HKA Ha
XpOMaTorpaMme pacTBopa
CTaHAapTHOrOo o0pa3la KeTopoJsiaka
TPOMETaMMHA (pazmen

«KonuecTBeHHOE OTIPEACIICHUED).

Remarks: The Product conforms to ND/
Ilpumevanne: ITpoaykT cooTBeTCTRYET TpeGopanuam HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[ogrorosneHo: Prav?kana
Reprint Date / -

Hara: 08.03.2024

Checked by /
IMTpoeepeHo: Pardeep Kumar

Reprint Date /
Hara: 08.03.2024

Approved by: Manager/Executive /

Onobpeno: Menemxep / Py:«:i;:oa Tens
)

Manoj Kumar 5

Reprint Date /
Jara: 08.03.2024




Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaysr: Ketopon™ Dxenpecce (keToponak) TabieTkh, AUCTIEPrUpYEMBIE B NOJIOCTH P14, 10 Mr

Batch No / : V2400251 Batch Quantity / :+ 3600000 tab /
Cepug Ne O6Bem cepaH 3600000 Tab
Analytical Report No / : 040002442077 Date of Analysis / : 08.03.2024
AnxanuTHyeckuii oTyer No JlaTa anajiu3a

Date of Manufacture / : 02/2024 Date of Expiry / + 01/2026
JlaTa MpPOM3BOACTBA Tonen g0

Analysis performed according

ND / Auanu3z nposegen no HJI:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ nsmenenne Nel ot
27.12.2021, nzmenenne Ne2 ot 11.11.2022)

Page3 of 8/Crp.3u3 8

No

Ne Test / IlokasaTesn Results / Pe3ynbsTaTsl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IToANHHHOCTL butylhydroxyanisole peaks on the
Oy THATHAPOKCHAHH30J 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). / Bpemena ylepxuBaHHUA

mukoB  2-6yTHITHAPOKCHAaHH3ONA W
3-6y THITHAPOKCHAHHU30I1A Ha
XpoMaTorpamMMe HCIBITYEMOTO
pacTeOpa JOKHBI COOTBETCTBOBATH
BpeMeHaM yIepXKHBaHHA TIUKOB
2-0yTHNTHAPOKCHAHM30M1a "
3-0yTIWIrHAPOKCHAHH30N1a Ha
XpomarorpaMme pacTBopa
CTaHAAPTHOTO obpasua
OyTUNrHAPOKCHAHK30MIA (pa3men
«Conepxanue

DY THIITHIPOKCHaHK30Ma»).

4 Average weight / Cpeansas
Macca

69.8 mg/ 69.8 mr

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Ot 67,2 Mr a0 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/
IIpumeuanue: Ilpoaykr cootsercTayeT Tpebosanusam HJI

Conclusion: APPROVED /
Bakuarwgenne: OJTOBPEHO

Prepared by /

IloaroToBneHo: Pravcslflana

Checiced by /
Iposepeno: Pardeep Kumar

ol

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykopoayrent
Manoj Kumar \ ;; y (]
[ L)

Reprint Date /
Iarta: 08.03.2024

Reprint Date /
Hara: 08.03.2024

Reprint Date /
Jara: 08.03.2024




Dr.Reddy’s Qf:"e

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIA3ZA

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropon®™ Dkenpecc (keroponak) TabneTky, AMCIeprupyemMele B MOJIOCTH pTa, 10 Mr

Batch No / : V2400251 Batch Quantity / :+ 3600000 tab /
Cepua Ne Odbem cepnn 3600000 Tab
Analytical Report No / : 040002442077 Date of Analysis / : 08.03.2024
AnanuTHHEeCKHit oTyer Ne Hlara anannia

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa HpoM3BOACTBA I'ogen go

Analysis performed according ND / Ananns nposenen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3meHneHie Nel ot

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page4 of 8 /Crp. 43 8

No

Test / IToka3zaTean
Ne

Results / Pe3ynbTatsl

Specification / Hopma

Uniformity of weight /
OaHOPOAHOCTB MAaCChI

Complies / COOTBechﬁyéT

18/20 tablets - not more than £ 10 %
2/20 tablets - not more than + 20 % /
18/20 Ttabnerox — He Gonee £ 10 %
2/20 tabnetok — He Gonee £ 20 %

5 Disintegration time /
PacnagaemMocth

00 min 22 sec / 00 muH 22 cex

Not more than 3 min / He 6onee 3 Mus

6 Dissolution / PacrBopeHue Unit-1/ Ta6n-1 81% Not less than 75% (Q) of
N C5H;3NO3°C4H{ 1 NOs (ketorolac
DR 2 i 2 e tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 86% 5% (Q  CisHisNO3*CeH1NOs
. . (keTopojiaka  TpOMeTaMHH)  uepe3
Unit-4 / Tabn-4 87% 18 e
Unit-5 / Tabn-5 88%
Unit-6 / Tabn-6 86%

7 Fineness of Dispersion/
JucnepcHocTh

Complies / CoOTBETCTBYET

A uniform suspension passing through a
710 um sieve is formed. / Obpasyercs
ONHOpOJHAs CYCICH3UA, MPOXONALlas
CKBO3b CHTO C pasMEPOM OTBEPCTHi

710 MKM.

Remarks' The Praduct ennforms

IMpumeuanue: Ilpoaykr cooteetcTByeT Tpeboranuam HJT

ta NTV/

Conclusion: APPROVED /
3akaouyenue: OJIOBPEHO

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

MoarotoeneHo: Pravesh,Rana | IMposepero: Pardeep Kumar | Onobpeno: Menemkep / Pykosoaurens
% Manoj Kumar L(~

Reprint Date / Reprint Date / Reprint Date /

Hara: 08.03.2024 Jara: 08.03.2024 Jara: 08.03.2024




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIA3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

INpoaviT: Keropon™ Dxcnpece (ketoponak) TabnETKH, AUCTIEPTHPYEMEIS B NTONOCTH pTa, 10 Mr
poay P P P neprupy:

Batch No / : V2400251 Batch Quantity / : 3600000 tab /
Cepus Ne O6BeM cepun 3600000 Tab
Analytical Report No / : 040002442077 Date of Analysis / : 08.03.2024
AHaJuTHYecKuid oTyer No Mara anannsa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa npoH3BOACTBA T'ogzen oo

Analysis performed according ND / Ananus nposeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel or

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page 50f 8 /Crp.Su3 8

8 Related impurities / PoacTBeHHbIE MPUMECH

ketorolac 1-hydroxy analog /

Below LOQ (LOQ = 0.0032%) /

Not more than 0.5 % / He Gonee 0,5 %

1-ruapoKcHaHaIor Hue mpemesna  KOMMIECTBCHHOIO
KCTOpOJlaKa onpeznenenns (ITKO = 0.0032 %)
ketorolac 1-keto analog/ 0.08 % Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHaNnor KeTopoiaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eOMHUYHAS
HEUJEHTHPHUMPOBAHHAS
OpUMECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMMma npuMecei

9 Water / Bona 2.5% Not more than 7.0% w/w /

He Gonee 7,0 %

10 | Residual solvents by GC/ OcTaTouyHbI€ OPraHNYecKne pacTBOPUTENH

Isopropyl alcohol /
HzomnponaHon

14 pg/tab /
14 MKr B Tabnerke

Not more than 350 pgftab /
He 6onee 350 Mxr B Tabnetke

Hara: 08.03.2024

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

[Ipumeyanne: [poaykt coorseTcTByeT Tpeboanmuam HJ{ 3akmoyenne: ONOBEPEHO

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

IToarororneHo: Pravc?’Rana Tposepeno: Pardeep Kumar | OnobpeHo: Meremxep / PykosoanTeits
y i Manoj Kumar M

Reprint Date / Reprint Date / Reprint Date /

Jata: 08.03.2024

Hata: 08.03.2024




Dr.Reddy’s Qi‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Keropon™ Sxenpece (KeTopoaak) TabneTki, MCHEPripyeMuIe B 10IOCTH pia, 10 mr

Batch No / : V2400251 Batch Quantity / : 3600000 tab /
Cepus Ne O6LeM cepun 3600000 Tab
Analytical Report No / : 040002442077 Date of Analysis / : 08.03.2024
AnaauTHYeckHii oTyer Ne JlaTra aHaIM3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa OpoOH3BOACTBA [onen po

Analysis performed according ND / Ananus npoenen no HJL:
JIN1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3smenenne Nel or

27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page 6 of 8/ Crp-. 6 13 8

11 Microbial enumeration tests / MukpoGnosoruyeckas yMcrora*

Not more than 1000 CFU/g /

a) Total Aerobic Microbial NA
He 6omee 1000 KOE/T

Count / O61uee 1HCIO
a3pO6HBIX MHKPO-
OpraHH3MoB

b) Total Combined Yeast NA
and moulds count / Obuiee
YHCIIO IPOXIKEBBIX U
MECHEBBIX rpHbOB

Not more than 100 CFU/g /
He 6onee 100 KOE/T

c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyTcTBHE B 1 T
12 Uniformity of dosage units / 7.2 Acceptance value (AV) not more than
OaHOpOAHOCTE 15.0 / TlpuemouHoe 3HayeHue (AV) He
J03HPOBAHHS 6osee 15,0.
13 | Assay/KoanvecTeeHHoe 10.2 mg/10.2 mr From 90mg to 11.0mg of
onpeneyieHHe (102.4 %) C1sHaNQ3+C4H;1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 MT
no 11,0mr  CisHisNO3;C4H 1 NOs
(xeToponaxa tpomeTamuH) (ot 90,0 o
110,0 % OT 3asBIE€HHOrO KOJIMIECTBa) B
TabneTke
14 | Butylhydroxyanisole 0.0956 mg/tab / Not less than 0.042 mg/tab /

content / Coaepxanne 0.0956 mr B TabmeTke He menee 0,042 mr B TabireTke

6y THITHAPOKCHAHHW30J1A

Conclusion: APPROVED /
Zakaiouenne: OJOBPEHO

Remarks: The Product conforms to ND/
IMpumeuanue: IIpoayKT COOTBETCTBYET Tpeboranmam H]J

Prepared by /
TloaroToBseHO: Pravesl} Rana

s

Checked by /
IMpoBepeno: Pardeep Kumar
)

al

Approved by: Manager/Executive /

Ono6peHo: Menemxkep / Pykosoantens
Manoj Kumar @‘L

Reprint Date /
Jara: 08.03.2024

Reprint Date /
Mara: 08.03.2024

Reprint Date /
Jara: 08.03.2024




Dr.Reddy’s Q,‘:‘.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIFA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

IIponykT: Keropon™ Dkenpecc (keToponak) Tabnerky, AMCHeprupyeMuic B [10J10CTI pTa, 10 amp
ALpOAYKT. I Prypy

Batch No / : V2400251 Batch Quantity / : 3600000 tab /
Cepun Ne ' |O6nem cepuH 3600000 Tab
Analytical Report No / : 040002442077 Date of Analysis / : 08.03.2024
AnajuTHueckHii oTuer No Jara aHaau3a

Date of Manufacture / : 02/2024 Date of Expiry / + 01/2026
Jara npou3BOACTBA T'ogen no

Analysis performed according ND / Auanu3 nposeaen mo HJL:

JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3meHenue Nel or

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page 7 of 8/ Crip. 7u3 8

15 | Package/ Ynakoska

10 tablets in a blister of
(PA/AT/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetox B
Gmucrepe n3  (ITA/ANINIS ¢
pnaronormoturenem/I12BIT)

doneru // (I3/AT]) ponura. Ilo
2 @nucTepa € MHCTPYKLHEN MO

10 tablets in a blister of (PA/AL/PE with
desiccantyHDPE) foil // (PE/AL) foil. 1
or 2 blisters with patient information
leaflet in a carton pack. / llo 10
tabnerox B 6nuctepe u3 ([IA/AJI/TI3 ¢
pnaronoryoturenem/[I12BII) donsru //
(I13/AT1) donery. ITo 1 uau 2 6nucrepa
C HMHCTpyKLHeH 110 NPUMEHEHUIO B
na4YKy KapTOHHYIO.

MIPHMEHEHUIO B
KADTOHHY1O.

navKy

16 | Labeling / MapkupoBKa

According to ND / B cootercteui ¢ H]JT

17 | Storage conditions /
Xpanenne

Below 25 °C. / [Ipu Temneparype He Bbliie 25 °C.

18 | Shelf life / Cpok ronnocTu

2 years / 2 roga

each 20th batch, or for one batch in a year whichever is earlier.
* [Ipn BbITYcKe JIeKapCTBEHHOro NpenapaTa KOHTPOJIb KavyecTBa Mo nokasaTelio «Mukpoduooruyeckas
YHETOTa» NPOBOAUTCS AN KaxA0ii 20-0ii cepHH, HiH 119 OAHON CepHH B oA, B 3aBUCHMOCTH OT TOI0, TO

HaCTyMUT paHbLIE.

* At product release the quality control as per the parameter « Microbial enumeration tests» is performed for

 Remarks: The Product conforms to ND/
Ipumeuanne: [poaykr coorsercrayer Tpebobanuam HJL

| Conclusion: APPROVED /

Zaxmouenune: OJOBPEHO

Prepared by /

IMoarorosaeHo: Pravesh/Rana
-

Checked by /
IIposepeno: Pardeep Kumar

=

Approved by: Manager/Executive /

Onobpeno: Menemkep / Pyrosojinrens
Manoj Kumar ag (;

Reprint Date /
Hara: 08.03.2024

Reprint Date /
Jara: 08.03.2024

Reprint Date /
Jara: 08.03.2024




Dr.Reddy’s fo"

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHATHU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Ketopon™ Drenpece (keroponak) Tabnerkn, AHCTIEPrUPYCMBIE B TIONOCTH PTd, 10 Mr

Batch No / : V2400251 Batch Quantity / : 3600000 tab /
Cepns Ne O6nem cepin 3600000 Tab
Analytical Report No / : 040002442077 Date of Analysis / : 08.03.2024
AnanuTH4ecKHi oTyeT No Hara anajansa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Hdata npoM3BoICTBA I'onen no

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

27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page8 of 8/ Crp. 8 m3 8
API name / HaumeHoBanne AQC: Ketorolac tromethamine / KeToponaka
TPOMETaMHH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /
Howmep cepin mponssoautens APC: BT
FP Manufacturer API Batch number /
Hosep cepitnt cyferanusn npoissoaureas [JIP: HLEQRT
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Mponssoaureis A®C, crpaua: J-p Pepaw'c JlaBopatopue JIta., Hanna

Remarks: The Product conforms to ND/
IMpumeuanue: [Tpoaykr cootsercrayer TpebopaHusM HJI

Conclusion: APPROVED /
3amovyenue: OJOBPEHO

Prepared by / Checked by /
IMoarorosiaeHo: Pravcsh;Ra'na

af -

o

[TpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: Menenxep / l’yliﬂﬁaml‘l‘ﬁ!ﬂ:

Manoj Kumar -~

Reprint Date /
Hara: 08.03.2024

Reprint Date /
JHara: 08.03.2024

Reprint Date /
Hara: 08.03.2024




