Se
Dr.Reddy’s “_‘6‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHATM3A

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

Hpoayst: Keropon™ Dxenpece (Ketoposiak) abAeTiH, JUCNepripyeMEIe 5 ON0CTH pra, 10 mr

Batch No / : V2400405 Batch Quantity / : 3600000 tab /

Cepus Ne Qb6Bbem cepin 3600000 Tab
Analytical Report No / : 040002468229 Date of Analysis / + 29.03.2024
AnanuTnyeckuil oTuer No JiaTa ananiza e B
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026 '
JlaTa npou3BOICTEBA Topen g0

Analysis performed according ND / Ananun3 nposefiex no HJX:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / p3menenne Nel ot
27.12.2021, usmenenne Ne2 or 11.11.2022)
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No
Ne

Test / IlokazaTens

Results / Pesynpratsl

Specification / Hopma

]

Description / Onucanune

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnsie, IU10CKHE
Tabnetky ¢ Qackoi, cBeTno-
KEATOro lBeTa C TPaBUPOBKOM

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrisle, MIoCKHe TabIETKH C dackoii,
CBETNO-XKEJITOTO IIBETA C TPaBUPOBKORH
«l» Ha omHO¥ CTOPOHE.

«» Ha OXRHOM CTOpOHE.

2 Identification / [TognWHHOCTE

Ketorolac / Kenioponax

a) ByUV/
Y ®-cnekrpotoToMeTpHA

Complies / CooTBeTCTBYET

UV specira of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-crekTpbl
NOTNOILEHAS HCTIHITYEMOr0 pacTeopa 1
pacTBopa  CTaHIapTHoro  obpasua
KeToponaka TpPOMETAMHHA  JOJIXHBI
AMeTb MAKCUMYMEI DU OZIHO# U TOM ke
* UIMHE BOJIHBI (£ 2 HM).

'Remarks: The Product conforms to ND/
Ipumeuanue: TTpoaykr coorBeTcTayeT Tpebopannam HJ

Conclusion: APPROVED /
Zaxmouenne: OJIOEPEHO

Prepared by / Checked by / Approved by: Mangger/Executive /

ITonroroeneso: Nitin Sharma | INpoeepeno: Santpsh Kumar | Onobpeno: Menemiep / PykoBoguTeIb
*\-/»/ Maurya n@o Abhishek Chauhan )\

Reprint Date / Reprint Date / Reprint Date / )

Jata: 29.03.2024 Hara: 29.03.2024 Jara: 29.03.2024




T
Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg =
HpoayxT: Keropon®™ Bkenpecc (ketoposak) TabneTky, AMcneprapyesMsie B nonocty pra, 10 mr
Batch No / V2400405 |Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepHH 3600000 Tab
Analytical Report No / 040002468229 Date of Analysts / : 25.03.2024
AnanuTHYecKMit oTueT No JlaTa aHaJIM3a
Date of Manufactare / 302/2024 Date of Expiry / : 01/2026
JlaTa IpOH3BOACTBA Tonen no
Analysis performed according ND / Ananns nposenen no HII:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nzmenenne Nel ot
27.12.2021, namenenne Ne2 ot 11.11.2022)
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No

Test / IlokaszaTens
No

Results / Pe3ynbTats!

Specification / Hopma

b) By IIPLC/BOXX

Complies / CooTBETCTRYET

The rctention 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). / Bpema  yaepXHBaHUs
OCHOBHOTO TMKa Ha XpoMaTorpaMme
WCOBITYEMOr0  pacTeopa  JAOJIXKHO |
COOTBETCTBOBATh BpeMeHU
YIEepKUBAaHHA OCHOBHOMO TMHKa Ha
XpoMaTorpammMe pacTBOpa
craggaptHoro obpasua KeTopoJiaka
TpOMETaMHHA (pazzen

«KONMHYECTRCHHOE O npenen’eﬂnc») o

Remarks: The Product conforms to ND/
Ilpumeyanue: 11pofykT cooTBeTCTBYET TpeboBaHuam HJI

Conclusion: APPROVED /
Zaxmouenne: ONOBPEHO

Prepared by /
IToarerosneno: Nitin Sharma

Cliecked Ly /
I[Mporepeno: Santosh Kumar
Maurya /ke

e ——

Approved Uy. Mayager/Cacculive /
Onobpeno: Menegkep/ Pykosomuresns
Abhishek Chauha

Sl
Reprint Date /

Jara: 29.03.2024

Reprint Date /
Hata: 29.03.2024

Reprint Date /
Jara: 29.03.2024

A\




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

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

[(MpoayKr: Ketopon™ Jxenipece (KETOPoiaK) tTabneTiky, ANCIEPripyeMbl¢ B MOIOCTH PT, 10 mr
Batch No / : V2400405 Batch Quantity / : 3600000 tab /
Cepist Ne Qo pem cepuis 3600000 Tab
Analytical Report No / : 040002468229 Date of Analysis / : 29.03.2024
Ananwrmgeckiii oruer Ne Nata ananysa

Datc of Manufacture / : 02/2024 Date of Expiry / : 0172026
JlaTa npon3BoJCTBA Tomen 10

Analysis performed according ND / Anaans nposeaen no HJL: ¢
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or
27.12.2021, usmenernue No2 or 11.11.2022)
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Results / PesynsTaTsl

JI:LO Test / IToxazaTens

3 Tdentification h
Butylhydroxyanisole /
HHoaAHHHOCTDH

6)’THJI]"IU].p0KCHaHHSOJ'l

Complies / CooTBeTCTBYET

Specification / Hopma
The  retemtion  times of  2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the

chromatogram of the lest solution
should correspond by the retention times
to 2-butylhydroxyanisole and  3-

butythydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard ‘ ' solution
("Butylhydroxyanisole content”

section). / BpemeHa YAEPXHBAHJIA
OMKOB  2-GyTHATHAPOKCHAHH30TA  H
3-6yTUNrupoKcHany3ona Ha
XpoMaTorpaMme HCRLITYEMOTO
pacTBOpa JOJDKHBI ~COOTBCTCTBOBATH

BpeMeHaM  YACpAMBAHAL  TIMKOB
2-6y TUNCHAPOKCHAHI30MA U
3-6yTHNTHAPOKCHAHN30J1a Ha
XpoMaTorpaMme pacTropa
CTAHNAPTHOTO ofpasua
6y THATHIPOKCHANH300A (pasnen
«Copepxanne

6y THNTHAPOKCHAHHIONAY).

Macca

4 Average weight / Cpeansis

68.9 mg/68.9 Mr

67.2 mg to0 72.8 mg (70.0 mg £ 4.0 %). /
Ot67,2Mr a0 72,8 mr (70,0 Mr+ 4,0 %). )

Remarks: The Product conforms to ND/
Ilpuyenanne: [Iponykr COOTRETCTBYET TPeOOBAHNAM HJI

Conclusion: APPROVED /
3axmogenne: QJJIOBPEHO

Prepared by /
[Hoarotosneno: Nitin Sharma

Y

Checked by /
[posepeno: Sm}_qush Kumar

Maurya gﬁ-(;

Approved by: Mar ger/Executive /
OpnoGpeno: Mene
Abhishek Chauha

wep / PyxoBoauresb

Reprint Date /
Jlata: 29.03.2024

| Reprint Date /
| Jara: 29.03.2024

Reprint Date /
Jara: 29.03.2024

A




Dr.Reddy’s Q“:"

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon” 3xenpece (keroponax) rabierkn, Aucneprupyemsle B IONOCTH pra, 10 Mr

Batch No/ : V2400405 Batch Quantity / : 3600000 tab /
Cepus No O06beM cepnn 3600000 Tab
Analytical Report No / : 040002468229 Date of Analysis / : 29.03.2024
AnanuTHYeCKHI oT9eT Ne Jara amanunia

Date of Manufacture / 1 02/2024 Date of Expiry / : 01/2026
JlaTa npon3soacTBa T'open oo

Analysis performed according ND / Ananus nposeaen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or
27.12.2021, m3mencune No2 or 11.11.2022)

Page4of 8/ Crp. 41z 8

.NN.“ 4 Test / [TokazaTenn Results / Pe3ynbraTs! Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTRYET 18/20 tablets - not more than £ 10 %
OaHopoAHOCTL Macehl 2/20 tablets - not more than £ 20 % /

18/20 Ttabnerok — He Oonee * 10 %
2/20 tabnetok — ve 6onee £ 20 %

5 Disintegration time / 00 min 22 sec / 00 MuH 22 cek Not more than 3 min / He Gonee 3 mun
PacnagaemocTth

6 Dissolution / PacTeopenne Unit-1/ Ta6n-1 105% Not less than 75% (Q) of

= Ci5sH13NO3+C4H, ] NO; (ketorolac

Unit-2/ Ta6n-2 S tromethamine) in 15 min / He meHee

Unit-3 / Ta6n-3 101% | 75% (Q)  CisHiNOs*C4H)NO;
. (xeTopojlaka  TPOMETaMHUH)  4Yepes

Unit-4 / Taba-4 101% 5 nar

Unit-5 / Tabn-5 101%

Unit-6 / Ta6n-6 100%

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

JHcnepcHocTh 710 pm sieve is formed. / Obpazyerca
ONHODOAHAsA CYCIEH3UA, MpOXOIAIast
CKBO3b CHTO C Ppa3sMEpoOM OTBepCTHH
710 MxM.

Remarks: The Product conforms to ND/
Ilpumeyanue: IlpopykT cootBeTcTBYET TpeboraHuam HJT

Conclusion: APPROVED /
Saxmouenne: OJIOGPEHO

Prcparcd by /
INoaroroeneno: Nitin Sharma

| Maurya gf:

Checked by /
IIposepeno: Santosh Kumar

Approved by: Mathiger/Executive /
Omnobpeno: Meneapiep / Pykosoanrens
Abhishek Chauhan

.

Reprint Date /
Hara: 29.03.2024

‘Hara: 29.03.2024

Reprint Date /

Reprint Date /




. So
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoxyxT: Ketopon™ Dxenpece (ketoponai) Tabnerin, IHCMIEPrHPYEMBIC B IONOCTA PT4, 10 mr

Batch No/ : V2400405 Batch Quantity / : 3600000 tab/
Cepus Ne O6BbeM cepl 3600000 Tab
Analytical Report No / : 040002468229 Date of Analysis / 1 29.03.2024
AmpanuTH4YeckHii oTuer No Jara anannia

Date of Manufacture / : 0212024 Date of Expiry / : 01/2026
JlaTa npoH3BOACTBA Tomer oo

Analysis performed according ND / Ananns nposeaen no HJL:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, namenenne Ne2 ot 11.11.2022) N

Page50f8/Crp.5u3 8

8 | Related impurities / PogcTBenHble npumecH
ketorolac 1-hydroxy analog / Below LOD (LOD — 0.0010 %) / Not more than (1.5 % / He Gonee 0,5 %
1-ruapoxkcuasanor Huske npeacna obnapysxenns (10 =
KeTopoJsiaka 0.0010%)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6oxnec 0,8 %
1-keToaHanor keToponaxa 0.08 %
Any unidentified impurity / Not more than 0.5 % / He Gonec 0.5 %
€JHHHUYHaA
HeuAeHTHPUUIBpOBaAHHAS 0.02 %
TIpHMeECH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CyMMa npumeceh
9 Water / Boaa 2.6% Not more than 7.0% w/w /
He 6onece 7,0 %
10 | Residual solvents by GC/ OcTaTouHble OpraHHYecKHe pacTBOpUTENH
Isopropyl alcohol / 19 pg/tab / Not more than 350 ug/tab/
Hzonponaxon 19 mxr B Tabnerke He 6onee 350 Mkr B TabieTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Hpumveyanwe: Tponykt cooTReTcTRYET TpeboraHnam HIT 3axnwucnne; OJTOGPEHO =
Prepared by / Checked by / Approved by: Manager/Executive /
Toaroroeneno: Nitin Sharma | IIporepero: Santosh Kumar Qpobpeno: Menensep / Pykoponurens
/\l/ . Maurya éQ/(‘;‘ Abhishek Chauhan
Reprint Date / Reprint Date / Reprint Date /
Jata: 29.03.2024 Hara: 29.03.2024 Hara: 29.03.2024




&
Dr.Reddy’s Q;‘

CERTIFICATE OF ANAT YSIS
CEPTUOUKAT AHAJITU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Skenpece (keroponak) TabiaeTky, AUCHEprapyeMble B Toa0cTH pra, 10 mr

Batch No/ : V2400405 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem ceprin 3600000 Tab
Anmalytical Report No / + 040002468229 Date of Analysis / : 29.03,2024
AHanNHTHYeCKHH oTueT Ne HlaTta anannza

Date of Manufacture / 1 02/2024 Date of Expiry / : 01/2026
JaTa npoH3BOACTBA T'oger xo

Analysis performed according ND / Apanns npoeegen no H/:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11.11,2022 / n3meHenue Nel or

27.12.2021, namenenne Ne2 or 11.11.20622)

Page 6 of 8 / Crp. 6 u3 8

11 Microbial enumeration tests / Mukpo6uonornueckas YHeToTa*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6uiee unciio He Gonee 1000 KOE/r
a3pO6HBIX MHKPO-

OpraHM3MOB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61uee He 6onee 100 KOE/r

UHCNO PONCKEBBIX U
IUIGCHEBLIX rpH60B

c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctsueB 1 r
12 Uniformity of dosage units / 5.9 Acceptance value (AV) not more than
OaHopoAHOCTH 15.0 / IlpuemoyHoe 3HaueHue (AV) He
031 POBAHHA 6onee 15,0.
13 | Assay/Koanyecrsenunoe 9.9 mg/9.9mr From 90mg to 11.0mg of
onpejaeicHue (99.2 %) CisHi3sNO3-C4H; (NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
Ao 11,0 Mr C15H|3N03'C4H11N03
(keToponaka TpomeTaMHuH) (ot 90,0 1m0
110,0 % oT 3asBAEHHOTO KOJUYECTBA) B

TabneTke
14 | Butylhydroxyanisole 0.0977 mg/tab / Not less than 0.042 mg/tab /
content / Conepxanne 0.0977 mr B Tabnerke He meHee 0,042 mr B Tabnetke
OyTHATHMAPOKCHAHH30J/12
Sol)

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumcuanue: [lpoaykr cooTBeTcTByeT Tpebosanmam HJT Jaxnwuaenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manaper/Executive /

Tlogrorosneno: Nitin Sharma | IlposepeHo: Sant?sh Kumar | Onobpeso: Meuemnep / Pyxopoaurens

QJ\/I” Maurya (% Abhishek Chauhan \

Reprint Date / Reprint Date / Reprint Date / '
Jara: 29.03.2024 JaTa: 29.03.2024 Jara: 29.03.2024




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIA3A

Product: Kctorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxyxt: Keropon™ Dkerpece (ketoposnak) TaGreTkH, AHCNeprupyemMeic B HojiocTH pra, 10 mr

Batch No / : V2400405 Batch Quantity / : 3600000 tab /
Cepusn Ne O6Bem cepHn 3600000 Tab
Analytical Report No / : 040002468229 Date of Analysis / : 29.03.2024
Auagurayeckui oryer Ne JlaTa anagusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa NPOH3BOACTBA Togen mo

27.12.2021, uzMenenue No2 o

Analysis performed according ND / Anamus npopegen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

T 11.11.2022)

Page 7of 8§ / Crp. 7 uz 8

15 | Package/Ynaxoeka

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 Ta6merok B
Gocrepe n3  (ITA/AJIVIIS ¢
sraronoroturenem/IISBIT)
¢ousra // (IT3/AJL) domsru. Tlo
2 6nucrepa ¢ MHCTPYKLMEHR no
NPUMEHEHHIO B navyKy
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1
or 2 blisters with patient information
leaflel in a carton pack. / ITo 10
Tabnetok B Gauctepe u3 (ITA/AJVIID ¢
pnaronoraotutenem/[I3BII) donsru //
(TI3/AIN) donsru. Io 1 uny 2 61vcTepa
C MHCTpYKUMeH [0 MPHAMEHEHHIO B
[ayKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cooteetcTBuH ¢ H]]

17 | Storage conditions/
XpaHenne

Below 25 °C. / Ipu Temnepatype He Bbliue 25 °C.

18 | Shelflife / Cpok rogsocrn

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.
* [Ipu BBINYyCKe JIEKAPCTBEHHOrO IPeNapaTa KOHTPOJIb Ka4ecTEa Mo Nokazatento «Mukpobuonorayeckas
YHCTOT2» MPOBOAUTCH AR Kaxao0ii 20-0ii cepu, HIIH A5 04HOI CCPHH B FOR, B 3ABHCHMOCTH OT TOI0, YTO

HACTYNHUT paHbIIE.

ITpumeyanue: [Ipoaykr coots

Remarks: The Product conforms to ND/

ercTByeT TpeboBanuam HJ{

Conclusion: APPROVED /
3axmwuenne: OJJOBPEHO

Prepared by /
Tloarorosneno: Nitin Sharma

Checked by /
Ipoeepeno: Santosh Kumar

Approved by: Mana
OpobpcHo: MeHemx
Abhishek Chauhan

r/Exceutive /
/ PyKOBOOMTEJIb

Reprint Date /
Hara: 29.03.2024

Maurya Qf_
Reprint Date /

JHarta: 29.03.2024

Reprint Date /
Jara: 29.03.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHPHKAT AHATH3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon™ Dkenpecc (keroponak) TabneTky, UCHeprupyeMbic B NONOCTH PTd, 10 mr

: 3600000 tab /

Batch No / : V2400405 Batch Quantity /

Cepns Ne Obsem cepun 3600000 Tabd
Analytical Report No / :+ 040002468229 Date of Analysis / : 29.03.2024
AnaauTHueckHii oraer Ne Jarta ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jdara MpoH3BOACTEBA ioaen po

27.12.2021, namenenue No2 or 11.11.2022)

Analysis performed according ND / Ananus nposeaen o HA:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

Page 8 of 8/ Crp. 8 u3 8

API name / Haumenopanme ADC:

Ketorolac tromethamine / Ketopoiaka

Homep cepun cyferanniy npoussoanrens LJId:

TPOMETaMHKH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepunt nponssoantens ADC: LTSS
FP Manufacturer API Batch number / FERA00029

API Manufactured by & country /
TIpon3zpoanutens AMC, crpana:

Dr. Reddy's Laboratories Ltd., India /
JT-p Penan'e JlaGopatopuc JITi., Muana

Remarks: The Product conforms to ND/
IIpumeyanue; IIpoaykT cooTseTcTBYET Tpebosanuam HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by /
IMogrorosncHo: Nitin Shanma

<>

Maurya

ITposepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeito: Meiiezbicep / Pykopoaureis
Abhishek Chauha

Reprint Date /
Jara: 29.03.2024

Reprint Date /
Jara: 29.03.2024

Reprint Date /
Hara: 29.03.2024




