Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

J
27.12.2021, nzmeHenue Ne2 or 11.11.2022)
Page 1 of 8/ Crp. 1 u3 8

No Test / [TokazaTenb

CEPTH®UKAT AHAJIA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keto o™ Bkcnpecc (KeTo onak) TaGneTKH, AUCTIEPTH ‘emMble B TTIOJIOCTH PTa, 10 mr
Batch No/ : V2400293 Batch Quantity / . 3600000 tab /
Cepusa Ne O0beM ceply 3600000 Tab
Analytical Report No / : 040002449863 Date of Analysis / : 15.03.2024
AnHaJNTHYECKHIi 0TYET Ne aTa aHaJIn3a
Date of Manufacture / : 02/2024 Date of Expiry/ : 01/2026
JlaTa mpod3BOACTBA Tonmen 10
Analysis performed according ND / Auanu3s mposeaexn 0o HI:

11-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

Results / Pe3ynpTathl

Specification / HopMa

Light yellow round flat beveled
tablets with "|" debossed on one
Kpyrnele, TUIOCKHE
rabnetkun ¢ Qackoif, CBETIO-
JKENTOro 1lBeTa C rpaBUPOBKOH
«l» Ha ofiHOM CTOPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrible, TOCKUE TabreTkn ¢ Gackoi,
CBETJIO-KENTOro LBETa € rpaBHUpOBKOil
«» Ha OJJHOM CTOPOHE.

]

No
1 Description / Onucanue
side. /
2 Identification / TIoATUHHOCTE
Ketorolac / Kemopojak
a) ByUVv/

V®-cnexTpopoTOMETPH

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine standard
solution should have peaks at the same
wavelength (£ 2 nm). | Y®-crieKTphl
[IOTIOLIEHHs] NCHBITYEMOTO pacTBopa 1
pacTeopa  CTaHIapTHOTO o6pa3na
KeToponaka TpPOMETaMHHa IOJKHBL
MMETb MAKCUMYyMb [P OJHOM 1 ToMl xe
JTMHE BONHbI (= 2 HM).

[Mpumeuanue: 11poayKT COOLEOL

Remarks: The Product conforms to ND/

cipyeT TpeOoBaHaM HJ

Conclusion: APPROVED /
BaK/ilouenne: 0JIOBPEHO

Prepared by /

TloxrotorneHo: Ankit /ﬂ/

Checked by /
TIpoBepeHo: Santosh Kumar

Maurya
g ame

Approved by: Manager/Executive /

Onobpeno: MeHemkep PykoBoauTenb
Abhishek Chauhan
/

Reprint Date /

Reprint Date /

Jlara: 15.03.2024

Jlara: 15.03.2024

Reprint Date /
Jlata: 15.03.2024




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTH3A

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

TIpoayKT: Ketopon™ Dxenpecc (KeTo honak) TabaeTkH, AMCneprip eMbie B mojocTu pra, 10 Mr

Batch No / : V2400293 Batch Quantity / . 3600000 tab /

Cepust Ne O6beM cepHn 3600000 126
Analytical Report No / - 040002449863 Date of Analysis/ . 15.03.2024
Anannraaeckuii oTuer N JlaTa aHanM3a

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

JlaTa npou3BOACTBA Topen a¢

Analysis performed according ND / AHanu3 NpoBeieH no H/L:

JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3meHeHHE Nel ot
97.12.2021, n3MeHeHue No2 ot 11.11.2022)

Page 2 of 8§/ Ctp. 2 u3 8

l}‘: Test / [loxkasaTesb Results / Pe3ynbTaTh! Specification / Hopma

________________-—-________________-——-_________________———-——-—
b) By HPLC/ BOXX 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). [/ Bpewms yaepKUBaHHA
OCHOBHOrO THKa Ha XpOMATOTPaMMe
MCMBITYEMOro  pacTBopa  AOIDKHO

COOTBETCTBOBATD BpPEeMEHH
yHepXKuBaHMs OCHOBHOTO  IHKA Ha
XpoMaTorpamMme pacTBopa
craHpapTHOro obpasua Keroponaxa
TpOMeTaMHHA (pasnen

«Konu4yecTBeHHOC onpeneneﬂue»).

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

[Tpumeuanne: [IpopyKT COOTBEICIBYET TpeOODAIIIAM HI 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Mana er/Executive /

TlonroropineHo: Ankit ’,\/ | TposepeHo: Santosh Kumar | OnoGpero: Menezuiep / PyKoBOAUTE/ b
F\~"| Maurya C}’\ Abhishek Chauhat /

2= (~— /
Reprint Date / Reprint Date / Reprint Date / '
Jlara: 15.03.2024 Jlara; 15.03.2024 Jlata: 15.03.2024




Dr.Reddy'’s Q':'

Product:

Ketorol Express (ketorolac) Orally Disintegrating Tablets
[IpoaykT: KeToEOJl"" Dkenpecc (KCTOBOJ’I&K) TabeTkH, aucrnepri

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIN3A

Analysis performed according
JTM1-004929-011119 (amend

Nel from 27.
127.12.2021, nsmeHenue Ne2 or 11.11.2022)

Batch No / : V2400293 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6bem cepuu 3600000 Tab
Analytical Report No / . 040002449863 Date of Analysis / . 15.03.2024
AnanuTaaeckuii oTuer Ne Jlara ananu3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa npou3BOACTBA Topen A0

ND / AHaad3 npoBeeH 1o HA:

No Test / [TokaszaTelb
Ne
3 Identification
Butylhydroxyanisole /
[HoAMHHOCTD
6y THATHAPOKCHAHU3ON
I
4 Average weight / Cpennsis
macca

Results / Pe3ynbTaTh!

10 mg
@Mbie B TIOJIOCTH pTd, 10 Mr

12.2021, amend Ne2 from 11.11.2022 / nsmenenne Nel ot

Page 3 of 8 / C1p. 3 13 8

Complies / CooTBETCTBYET

Specification / Hopma
The  retention  times of 2-
butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the
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
("Butylhydroxyanisoie content"”
section). / DBpemena yaepKHBAHNA
mukop  2-OyTHATMJAPOKCHaHH3OJa W

3-6y THArKAPOKCHAHN30N1A Ha
XpOMaTorpaMme HCIBITYEMOTO
pacTBOpa  JOJDKHBI COOTBETCTBOBATH
BpeMeHaM yaepKUBaHUA TIUKOB
2-6yTUITHAPOKCHAHN30/1 U
3-6y THITHAPOKCHAHN3011a Ha
XpOMaTorpamMme pacTtesopa
CTaHIapTHOTO oOpasla
6yTHArHAPOKCHAHHM30]1a (pasnmen
«CopepxaHue

6ymnmnpoxcnaﬂu30na»).

69.6 mg / 69.6 M

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Or1 67,2 Mr 1o 72,8 Mr (70,0 Mmr 4,0 %).

Remarks: The Product conforms to ND/

HJL

creyeT TpeboBalIM

Conclusion: APPROVED /
3axsmodenne: ONOBPEHO

[Mpumeyanne: [TpoayKT COOTEET
Prepared by / /";
TogroTosneHo: Ankit / ﬂ 4

Checked by /
JTlposepeHo: Santosh Kumar
Maurya Y

———

Approved by: Manager/Executive /
Opo6peno: MeHemwxep PykoBoAuTeNb
Abhishek Chauhan

e /

Reprint Date /
JHata: 15.03.2024

Reprint Date /
Jlara: 15.03.2024

Reprint Date / f
Jara: 15.03.2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

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

IpoaykT: Kertopon™ Dkcnpecc (ketopomak) TabeTKH, ANCTE rHpYEMBIE B IOJIOCTH PTa, 10 mMr
Batch No / : V2400293 Batch Quantity / : 3600000 tab /

JIT1-004929-011119 (amend

-]

Cepus Ne O6BeM cepHn 3600000 Tab
Analytical Report No/ . 040002449863 Date of Analysis / : 15.03.2024
AHaJIMTHYECKHI 0TUeT Ne JlaTa aHAJIN3A

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa npoH3BOACTEA Tonen 10

Analysis performed according ND / Anayiu3 npoBeJeH 1o HA:

Nel from 27.12.2021, amend Ne

27.12.2021, usmeHenue Ne2 or 11.11.2022)

2 from 11.11.2022 / n3meHnenue Nel ot

Page 4 of 8/ Crp. 413 8

N

-

[pumeuanue: TIpoayKT COOTBETCIBYEL 1peBOBAITHIM HI

o Test / [TokazaTeib Results / Pe3ynbTaThbl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than = 10 %
OQHOPOAHOCTH MaCChI 2/20 tablets - not more than + 20 % /

18/20 Tabnetok — He Oonee + 10 %
2/20 TabneTok — He Gonee + 20 %
5 Disintegration time / 00 min 20 sec / 00 mun 20 cex Not more than 3 min / He 6osree 3 MuH
PacnagaemMocTb
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 102% Not less than 75% Q) of
. CisHy sNO 3¢CsHjy 'NO3 (ketorolac
Unit-2 / Tabs-2 100% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 100% | 5% @ C1sH13NO3*C4H1INO3
) (xeToponaka TPOMETAMHUH) yepes
Unit-4 / Tabn-4 101% 15 MuH
Unit-5 / Tabn-5 101%
Unit-6 / Tabn-6 102%
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
JucnepcHoCTh 710 pm sieve is formed. / Obpasyercs
ONHOpOAHAS CyCTIEH3HA, MPOXOAfLIai
CKBO3b CHTO C pasMepoM OTBEpCTHH
710 MKM.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

Raxmouenne: OJJOBPEHO

Prepared by /

[ToarorosneHo: Ankit A
[ 1~ | Maurya C

Checked by /
[TpoBepeHo: Sag:[ﬁ'h Kumar

——

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyKoBOAUTENb
Abhishek Chauhan

| 1.

S

Reprint Date /
Jlara: 15.03.2024

Reprint Date /
Hara: 15.03.2024

Reprint Date /
Jlara: 15.03.2024




Dr.Reddy’s ‘7:'

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayKT: Keropon" Dkempece (keToposnak) TabIeTKH, AMCTIeprupyemMbie B MoJIOCTH pTa, 10 mr

]

Batch No/ : V2400293 Batch Quantity / : 3600000 tab /
Cepns Ne O0BeM cepii 3600000 Tab
Analytical Report No/ . 040002449863 Date of Analysis / : 15.03.2024
AnaanTHgeckuii oruer Ne aTa aHAJIH3A

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jlara NpoOM3BO/ACTBA Topmen a0

27.12.2021, n3menenue Ne2 ot 11.11.2022)

Analysis performed according ND / Anajin3 npoBe/ieH 1o HA:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

Related impurities / PoncTBennble npuMect

FT;’

Page 5 of 8/ Crp. 5u3 8

ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He Gosee 0,5%
1-rugpoxcuaHanor Hwke npeacia oorapyxeHus Jmn-=
KeToponaka 0.0010%)
ketorolac 1-keto analog/ 0.04 % Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHaIoT KETOpOoJaKa
Any unidentified impurity / 002 % Not more than 0.5 % / He 6onee 0,5 %
eIUHUYHAsA
peuaeHTHGUIMPOBaHHA
TpUMECH
Total impurities / 0.1% Not more than 1.0 % / He Gosee 1,0 %
Cymma nipumeceit

9 Water / Bona 24 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4YHbIe OpraHudecKue pacTBOPUTETH
Isopropyl alcohol / 5 pg/tab / Not more than 350 pg/tab/
H3onponaHos 5 MKT B TabneTKe He 6omee 350 MKT B TaGneTke

Remarks: The Product conforms to ND/
TMpumeuanue: [IponyKT coorseretayer Tpedosaruim HIL

Conclusion: APPROVED /
Zaxcmonenne: OIOBPEHO

Prepared by / ) Checked by /
TToarotosieHo: Ankit " ITporepeHoO: Santosh Kumar
~" | Maurya

Approved by: Manage Executive /
OpobpeHo: Menepxe 1/ PyKOBQAWTED
Abhishek Chauhan (_, ?

Reprint Date /
Jlara: 15.03.2024

Reprint Date /
Jlata: 15.03.2024

Reprint Date /
Jlara: 15.03.2024




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUO®HKAT AHAJIW3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poayxt: Ketopon™ Dxenpece (KETO ojaK) TabneTKH, IHCIEprupyeMble B osiocTd pra, 10 Mr
Cepust Ne O6BemM cepin 3600000 Tab
AHAIHTHIECKHH 0TYeT Ne [aTa aHAAH3A
: 02/2024 Date of Expiry/ : 01/2026

Date of Manufacture /
JiaTa MpOH3BOACTBA Topen a0

Analysis performed according ND / Anaju3 HpoBEIcH no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ n3meneHune Nel ot

27.12.2021, H3MeHeHIE Ne2 ot 11.11.2022

Microbial enumeration tests / Muxpo6uoaoraueckas yueroTa®

a) Total Aerobic Mierobial
Count / O61mee Ynucio
aspOOHBIX MUKPO-
OpraHu3MOB

b) Total Combined Yeast
and moulds count / Ob1uee
qUCTIO APONIKEBBIX 1
[NECHEeBbIX TPHOOB

NA
Shell be absent in 1 gram /
OtcyTctBUe B 1T
Uniformity of dosage units / Acceptance value (AV) not more than
OaHOpOAHOCTH 15.0 / TipueMOYHOE 3HAUCHUE (AV)ue
A03UpOBaHUSA gonee 15,0.
of

Assay / KonuuecTBeHHOE 9.9 mg/9.9mr From 9.0mg fo 11.0 mg
omnpeaesenne (98.8 %) C,sH13NO3*C4H1NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 MI
a0 11,0 MI C15H13NO3'C4H11NO3
(xeToponaxa TpOMETaMMH) (ot 90,0 mo
110,0 % OT 3asBIEHHOTO KOJIMUECTBA) B

TaOJeTKE

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

Not more than 1000 CFU/g/
He Gonee 1000 KOE/r

Not more than 100 CFU/g/
He Gonee 100 KOE/T

0.0975 mg/tab /
0.0975 Mr B TabJIeTKE

Butylhydmxyanisole
content / Coaepxanue
6y THArHAPOKCHAHN30A

Remarks; The Product conforms to ND/ Conclusion: APPROVED /
[Mpumevanne: [TpoAyKT COOTBETCTBYET TPEOOBAHMAM HJI Jarniouenne: O/IOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneno: Ankit / ' " [Tposepero: Santo h Kumar | Onobpeso: Menemkep / Pykoponutelb

)«/’ Maurya B{l’ Abhishek Chauhan t/ f

/

Reprint Date / Reprint Date / Reprint Date / - !
Jlara: 15.03.2024 Jara: 15.03.2024 Jlara: 15.03.2024




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
: Keropon™ 2kenpecc (keToponak) TabneTkH, JHcrieprupyembie B nonocTu
: V2400293 Batch Quantity / . 3600000 tab /
Qo6BLeM cepuu 3600000 126
Date of Analysis / . 15.03.2024
MaTa anajania
Date of Expiry/
Toaen A0

Analysis performed according ND / Ananu3s npoBeacH no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3mMeneHne Nel ot

97.12.2021, uzMeHenue Ne2 ot 11.11.2022)

Analytical Report No / . 040002449863
AHaIlﬁTll‘I(‘CKllii orueT Ne
Date of Manufacture /

JiaTa MpoOM3BOACTEA

: 02/2024 : 01/2026

Page 7of8/Crx .7n3 8
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. / Tlo 10
rabneTox B OnucTEpe M3 (MA/AJLID ¢©
Bnarnnornchenemr’HBBﬂ) donbru //
(IT/AIT) donbru. T1o 1 yumn 2 Onuctepa
¢ uHCTpyKUueH no NpUMEHEHITIO B
nadyKy KapTOHHYHO.

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with paticnt
information leaflet in a carton
pack. / 1o 10 TabneTok B
Gnucrepe U3 (TTA/ATVTID ¢
Bnaronornom'reneM/l'IBBH)
donsru // (TI2/AJT) donbry. Ilo
2 6nucrepa € MHCTpYKUMeH 110
PUMEHEHUIO B MayKy
KapTOHHYIO.

Package / YnakoBKa

Labeling / MapKkupoBKa ‘According to ND /B cooteercTuH ¢ HIL

17 Storage conditions /
XpaHeHue
Shelf life / Cpox roAHOCTH 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.

* [Ipu BBINYCKE JieKapCTBEHHOTO Npenapara KOHTpOJb Ka4ecTsa 1o noKa3aTesio «MukpoGuonorniecKas
yUeTOTA» MPOBOANTCS AJIA Kaoii 20-0il cepun, KM 1S ofiHo#l cepuy B IO, B 3aBHCHMOCTH OT TOrO, 4T0

HACTYIHUT paHblue.

Below 25 °C. / TIpu Temneparype e soitue 25 °C.

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

[Tpumeuanue: [TPOAYKT cOOTBETCTBYET I Ppelubatilinl HA RaR/ouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manag JExecutive /

Toxrotosneno: Ankit /4 [TpoBepeHo: Santosh Kumar | Opno0peHo: Menemxkep / PyxoonuTeb
'\ _~| Maurya @' Abhishek Chauhan

Reprint Date / \ Reprint Date / Reprint Date /

Jara: 15.03.2024 Tlara: 15.03.2024 Jlarta: 15.03.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJTH3A

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

Ipoayxr: Keropon"' Dkcnpecc (ketoposiak) TabNETKH, AMCTIEPrHPYEMBIC B fonocTy pra, 10 Mr
Batch No / : V2400293 Batch Quantity / : 3600000 tab /
Cepusn Ne O6beM cepHH 3600000 Tab
Analytical Report No / : 040002449863 Date of Analysis / : 15.03.2024
ApajaTHdeckuii oTueT Ne JlaTra anajansa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa mpoK3BOACTBA I'open no

Analysis performed
JIT1-004929-011119 (amend Nel from 27.12.2021, am
27.12.2021, n3menenne Ne2 or 11.11.2022)

according ND / Ananu3s nposeieH 1o HA:

end Ne2 from 11.11.2022 / n3menenue Nel ot

Page 8 of 8 / Ctp. 8 u3

‘API name / HauMeHoBaHU¢E ADC:

Ketorolac tromethamine / Ketoposaka
TpOMETAMMH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepHy NPOH3BOAHTENS ADC:

ABQH006611

FP Manufacturer API Batch number /
Homep cepiti cyOCTaHIHH NPOH3BOANTEIA IJI®:

FEQA00572

-

API Manufactured by & country /
Mponssoauteas APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pemn'c JlabopaTopuc JItn., Humist

=

Remarks: The Product conforms to ND/
TTpumeyanue: [TpOAYKT COOTBETCTBYCET tpebosanuam 11

Conclusion: APPROVED /
Zaxmouenue: OJIOBPEHO

[ToarotosieHo: Ankit
Maurya

Prepared by / / Checked by /

/

poeepeno: Santosh Kumar

Approved by: Mana er/Executive /
Ono6peso: Menemwiep / Pykosoauteib
Abhishek Chauhan

[

Reprint Date /
Jlara: 15.03.2024

Reprint Date /
Jlara: 15.03.2024

Reprint Date /

Jlara: 15.03.2024




