CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJM3A

Product: Ketorol Expfess (ketorélac) 6raﬁy Digiae:qmting?gb_l-é-ts 10 mg

Mpoavkr: Keropon' xenpece (keTopoaak) TabAeTKH, AHCIEPIHPYEMBIC B 11010CTH pra. 10 Mr
Batch Quantity / :
_ Obbesm cepun

Batch No/
Cepnn Ne

: V2400824

Analytical Report No /
ANAJHTHYECKHI 0T4eT No

: 040002530209

Date of Analysis/ 7

JlaTa anangnia

Date of Manufacture /
i,}a‘ra NpPOH3BOACTBA

‘Analysis performed according ND / Anann3 nposeaen no HI:

: 04/2024

Date of Expiry /.
iFO,}EH a0

© 03,2026

3600000 tab /|
3600000 TG !
: 23.05.2024

-
.

| No
‘i No Test / [TokasaTtese Results / Peayastatsi
AL o _ _
1 Description / Omicanne _,[ Light yellow round flat beveled
y . tablets with "[" debossed on one
; . side. /  Kpyrable, niockue
i ‘ Tabnetk ¢ Gdackofl, ceerso-
JENTOro LBeTa C rPaBHPOBKOIL
i ‘ «!» Ha onHoit cTopoille.
! _—— -
i 2 ' Identification / [TornHHHOCTE

M

with """ debossed on

«'» Ha 0111011 CTOpOHE.

Specification / Hopma

Light yellow round {lat beveled tablets
one side. /
Kpyravie, nnockHe TabieTri ¢ Gackoii,
CBETNO-KENTOro UBETA C IPAaBHPOBKOI

Pagel1of 8/ Cip. 1 u38

5 i a) ByUv/

YV P-cnekTpodoToMeTpHa

Complies / CooTBeTCTBYET

IMRemarks: The Product conforms to ND/

. Tpumeuanue: Ipoavkt cootsercTaveT Tpebosannsm HII
Checked by /

[Iporepeno: Pardeep Kumar

© Prepared by /
[Monrotosnerno: Rama Kant

UV spectra of the test solution and
standard |

lretorolac tromethamine

pacisopa
KCTOpOnaKa

CTaHOapTHOro
TPOMETAMHHA

IUTHHE BOABBI (4 2 HM).

Cbnélusion: APPI-{O_V-}_’,D /
Zarawuenne: OJJOBPEHO

solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnexrps
TIOTJIOLIEHA HCITBITY 2MOTO pacTBopa

obpasua
AOMZKHbI

HMETh MAkCHMYMbI TIDH O THOH 11 TOFT X%e

Reprint Date/
| /lara: 23.05.2024

J

Reprint Date /
Aara: 23.05.2024

Approved by: Manager/IExecutive /

Onobpeno: Menemwkep / Py ko

Mano) Kumar o
e ‘j"—‘: h

VIHTEC 1b
r

Reprint Date )
Hara: 23.05.2024




CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATHU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoaver: Keropon™ Dkenpecc (KeToponak) TabacTk, AMcneprupyeMele 8 nosocti pra, 10 mr

i

‘Batch No / 1 V2400824 Batch Quantity / 1 3600000 tab /

 Cepnist Ne O6benm cepin B 3600000 tab
!Anulylical Report No / : 040002530209 ‘Date of Analysis / 1 23.05.2024
AHaJITHUYecKHii oTaeT No Jdarta ananguza - L ﬁ‘
‘Date of Manufacture / 0472024 lDa(e of Expiry / : 03/2026

Adara npoH3BoicTBAa T'ogen a0

AnalyT;is ];er?orlned acc_oﬁlfﬁ};ND / Anaans nﬁone;eu VH(THI[: ;
JII-004929-011119 (amend Nel from 27.12.2021. amend Ne2 from 11112022

Page2of 8/Cp. 2u3 8

| No [
[ N e
t b) ByHPLC/B3XX ‘ Complies / CooTseTcTBYET The retention time of the main peak on
| ’ | the chromatogram of test solution
. should correspond to  that on  the
| chromatogram of ketorolac
t _ tromethamine standard solution (Assay
section). / Bpema  yaepxuraxHna
| . OCHOBHOMO @MKa Ha XpOMATOrpamme
HCIIBITYEMOTO  pacTBOpa  NOJIKHO
! ; COOTBETCTBOBATL BpeMeHit |
| YAEPHKHBAHNHA OCHOBHOIO fHMKa Ha
XpoMaTtorpamme pacTeopa |
cTaHAapTHOrO ofpazlia  KeToponaka |
TPOMETAMMHHA {paznei
l «KondectaeHHoe onpeaencHiien).

Test / Tlokazarens ’ Results / Pe3yneTarh! Specification / Hopma

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

Ipumecuaune: [poaykr coorrercrryer tpebosaduan HU 3akawuenne: OJOLPEHO

Prepared by / Checked by / | Approved by: Manager 'Exccutive /

Ioarorosieno: Rama Kant [Ipoeepero: Pardeep Kumar | Onodpeno: Meneaxep / Pykoponnrens
Manoj Kumar \ {

Reprint Date / Reprint Date / | Reprint Date ,
Hara: 23.05.2024 Hara: 23.05.2024 | JlaTa: 23.05.2025




Product: Ketorol E)Zb};ss (ketorolac) Orally DisiﬁEegrming Tablets lﬂﬁug*
Iponykt: Keropon' Dxcnpece (keroponak) tabaeTky, auciiepripyenbie B nonocth pra, 10 mr
Batch Quantity /

‘Batch No/

Cepha Ne

| Analytical Report No /

| AnamuTuyeckuii oTueT Ne
{Date of Manufacture /
JaTa mpoH3BOACTBA

1 V2400824

: 040002530209

: 04/2024

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Date of Analysis /
Jata anaau3a

: 3600000 tab /
3600000 tab
: 23.05.2024

Date of Expiry /
‘r(),'lt?l-l 10

. 03/2026

Analysis performed acéoi‘ding ND / Anamnz nposeacH mo HJL:

JIT-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022

N,.I\Lo ! Test / [TokazaTenb
3 I Identification
| Butylhydroxyaniscle /

[MoaNHHHOCTD
| OYTHNTHAPOKCHAHHK30]I
i
i
i Average weight / Cpéﬂ[l;ﬁ

| 4
mMacca

i

Results / Peaynerarsl

69.6 mg / 69.6 Mr

I'Remarks: The Product conforms

| Ipumeyanue: Ilpoaykr cooTBercTBYCT Tpedopanmim H/'

to-:ND/

| 'T-he

Specification / Hopma

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

3-ByTUArKHAPOKCHAHK30Ma Ha

XpOMaTorpamme HCIBITYEMOTO

pacTBopa MHOMKHLI COOTBETCTBOBATH

BpeMeHaM YACPKUBAHHA TIHKOB

2-OYTHITHIPOKCHAHH30MA M

3-OYTHACHAPOKCHAHK304A Ha

XpOMaTorpamMme pacTBOpa !
CTaHAApPTHOTO ofpasua |
OyTHATHAPOKCHAHU30IA (pa3nen

«Conepxanue

OYTHATHOPOKCHAHM3O0AY),

j

67.2 mg 1o 72.8 mg (70.0 mg £ 4.0 %0). /
Ot 67,2mr 00 72.8 Mr (70,0 Mr+4,0 %%5).

standard solution
("Butylhydroxyanisole content"
section). / BpeMena yIepKHBaHHA |
 nukoR  2-6YTMArHAPOKCHAHM30IA M

Page3of8/Cip.3u38

i
i

Conclusion: APPROVED /
3axinouenne: OJOBPEHO

N

Prepared by /
Tonroroeaerno: Rama Kant

Checked by /
ITporepeno: Pardeep Kumar

Approved by: Manager/Executive /

Ono6peno: Menekep / Py kosoainieis

Manoj Kumar

' R"u-pri_m Date /
| Hara: 23.05.2024

Reprint Date / )
data: 23.05.2024

| JMara: 23.05.2024

Reprint Date /

|
|
!



CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Opoavkr: Ketopon Jkenpecc (keToponak) TabaeTKH, AMCNEPrHpyembie B 10n10¢TH pra, 10 Mr
‘Batch Quantity /
_1O0Bem cepun
Date of Analysis/
JaTta anausa
Date of Expiry/
T'onen 0

‘Batch No/ : V2400824

Analytical Report No /
'Anajurrndecknii oryer Ne
‘Date of Manufacture /

: 040002530209

: 04/2024

: 3600000 tab /
_ 3600000 a6

1 23.05.2024

. 03/2026

JlaTa NpOH3BOACTBA

Analysis performed accerdingﬁD { Ananus nposepen no HL:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Test / TlokazaTens Results / Pe3ynbraTs!

NDT
Ne |
Uniformity of weight /
QOHOPORHOCTL MACChl

- a)n';piiés / COO‘TBETC:I'B}/E'[‘

Page 4 of 8/ Cip. 4 n3

Specification / Hopma

5 Disintegration time / 00 min 30 sec / 00 My 30 cex *
Pacnapaemocts
E

6  Dissolution / Pam‘aopcuué Unit-1/ Ta6n-1 100%

Unit-2 / Tabn-2 101%

‘ Unit-3 / Ta6a-3 101%

Unit-4 / Ta61-4 101%

Unit-5/ Tabn-5 103%

1 Unit-6 / Ta67-6 101%

‘ 7 + Fineness of Dispersion/ Complies / CooTBeTCTBYET

! | JlscnepeHoCTL

! Remarks: The Product conforms to ND/
[Mpumeuanne: [poaykr coorsercipyer Tpebosanusm HI

|
i

" Not

2
|

18/20 tablets - not more than + 10 % |

2/20 tablets - not more than = 20 % /
18/20 Tabnetrok — He Oonec = 10 %
2/20 TabaeTok — He Gonee = 20 %%

Not more than 3 min / He Gonce 3 Mun

5% (Q)

less  than
CisHi3NO3+C4H: (NOs

of |
(ketorolac |

|
|
|
|

tromethamine) in 15 min / He mMenee

75 % (Q) CisHi3sNO3«C4H | | NO:
(keToponaka  TpOMETAaMMH)  Hepes
15 MHH

A umiform suspension passing through a
710 um sieve is formed. / Obparyercs
OTHOPOMHAS CYCTIEH3MA, MPOXonalias
CKZ03b CHTO C Pa3sMEpOM OTBEPCTHI
710 mrm.

Conclusion: APPROVED /
Zaxinouenne: OJOBPEHO

Prepared by / Checked by /
[ToarotoeneHo: Rama Kant [Tpoeepeno: Pardeep Kumar

Approved by: Manager/Fxecutive /
Onobpeno: Menemkep / Py kosoiiein
Manoj Kumar ) i

L i
k""

| _Reprini Date /
| Jara: 23.05.2024

Reprint Date /
;[a'ra;23.05.2024

Reprint Date /
Hata: 23.05.2024 )



CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating TVC{B—l—eE-l_O—;n—g—
Ipoaver: Ketopon  Bxenpecce (KeToposiak) TabAeTkH, ticiivj H] Vvt iv B 1020¢TH pTa, 10 Mr i
Batch No/ 1 V2400824 ‘Batch Quantity / : 2600000 tab / I

Cepns Ne L O6bem ceprn 3600000 rat
Analytical Repmt No/ : 040002530209 Date of Analysis / 1 23.05.2024
ApaiauTHYeckuil oTyer No ~ [Jara ananuia o ] B
|Date of Manufacture / : 0472024 Date of Expiry/ 1 03/2026

]@a NPOH3BOACTBA Tonen no

Anal—ysis;e—rfor_w;gd aca)rding ND / Anaaus npo-se'ﬂeﬂ o HII:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

PageS5of8/Cip. Sna8

‘ ’ Related i lmpurltles / PogcrBeHHbIC anmecs{

} ketorolac 1-hydroxy analon/ | Below LOQ (LOQ = 0.0032 %) / " Not more than 0.5 % / He Gonee 0,”57%7

I-riapoxcxadaior | e nperena KOAYSCTBCHBOTO
i KeToponaka [ oupeienenns {TTKO = 0.0032 %)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
| l-keToaHanor xeToponaka 0.03%

Any unidentified impurii;"? Not more than 0.5 % / He 6onee 0,5 ¢

eAMHUY Has

HeHAEeHTHHLEIpOBAHHAS 0.02 %

npUMech

Total 1mpur1taes 0.1% Not more than 1.0 % / He 6oaee 1,0 %o

Cymma nprmeced

‘Water / Boaa 7 T 2.6% Not more than 7.0% w/w/
: He Gouiee 7,0 %o

¥
| ;

10 1* Residual solvents by GC/ OcTtaTouHble OpraiHYecKHe PaCTBOPHTENH
|

Isopropyl alcohol / | 6 ug'tab/ Not more than 350 pgitab /
| | JzonponaHon i 6 Mkr B TabaeTke He 6o7ee 350 mkr B tabiaeTtxe
| |
! Remarks: The Product conforms to NID/ Conclusion: APPROVED /
[Tpumeuanue: Tlpoavkr cootBeTcTBYeT Tpebosanuam H/T Jaxsiouenne: OJOBPEHO
, Prepared by / ; Checked by / Approved by: Manager/Executive /
j Moarorosacuo. Ranwu Kant | [Tporepeno: Pardeep Kumar | Oaobpeno: Mclieﬂ}}cep/ P\ ROBOITTC Tk
J oA ; - Manoj Kumar . i
‘ Loatl | Y -“7;1 : |
Reprint Date / Reprint Date / Reprint Date / i
‘ Jara: 23.05.2024 Hata: 23.05.2024 N Hara: 23.05.2024 "



Dr. Reddy's Laboratories |td

iR ® o Formulation Unit-6
E" 3 n’*ir{ 7 @ Vill. Khol, Nalagarh Road, Bad dj
Ur.nedg : : ; I
Lli YS Ne Distt. Solan, H.P, 173 205, IND/A

Tel:+91 98166 56001-02

CERTIFICATE OF ANALYSIS o0 20’ ™

CEPTHOHUKAT ABAJTU3A
rI:‘l‘(latrict: Ketorol Express (ketorolac) Orally Disjnggmraiing Tablets 10 m?
TIpoaver: Ketopoa™ Dkcenpece (keToposak) TabaeTkH, IHCNEPrHpYeMble B TONOCTH pra, 10 mr

‘Batch No/ 1 V2400824 Batch Quantity / : 3600000 tab /
Cepua No B _ Obwew cepun ) 3600000 tab
Analvncal Report No/ : 040002530209 Date of Analysis / 1 23.05.2024
AyajurdyeckHii ormer Ne ~ iJara anammza B . a
Date of Manufacture / - 04/2024 iDate of Expiry/ : 03/2026 |
Jar2 npou3BoacTBa To,aen a0 l

:\Eiy?s perfarmed according ND / Auasuz nposeneu no HJI: |
| JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022 |

Page 6of 8/Cip. 6u3 8

11 | Microbial enumeration tests / M;mpoﬁuonoruqecxan yucroTa*

a) Total Aerobic Microbial | NA | Not more than IOOO-EEI_}':’g/ o |
i Count/ Q6riee yncno ' He Gonee 1000 KOE'r
23pobHBIX MHKpO- |

OpraHH3MOoB |
3T6ta1 Combined Yeast ) NA - P Not more than 100 CFU/g / o
and moulds count / O6wee I He Gonee 100 KOE/r

YHCJIO APOKIKEBBLIX H
MNeCHEBBIX rpudoB

| c) Escherichia Coli NA Shell be absent in 1 gram /
; l OtcytetBHe B 1 T
12 Uniformity of dosage units/ 4.2 Acceptance value (AV) not more than
OaHOpOAHOCTE 15.0 / TIpneMoyHoe 3nauende (AV) He
NO3HPOBAHUN Gonee 15,0.
13 | Assay/ KoauuyecTrBeHHoe 10.0 mg/ 10.0 Mr From 90mg to 11.0__1119_ of |
onpepeseHne ! (100.0 %) CisHisNOa2+CsH; 1NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
Fits) 11,0 Mr  CisHiasNO3*CeH (NO;y
(reroponaka Tpomeramuu) (ot 90,0 xo
110,0 %% o1 3aABIEHHOI0 KONHYECTBA) &

I TabneTke
14 | Butylhydroﬁye;niws_:)}f; o __‘ 0.092&:{.]&”{ b / Not lcss than 0.042 meftab/ i
content [/ CoagepwaHnie 0.0921 mr B Tad.leTre He menee 0,042 mr B Tabnetke
Oy THACHAPOKCHARH3O0IA |
""Remarks: The Product conforms to ND/ ~ | Conclusion: APPROVED / |
_Hpumeuanue: [poaykr coorsercToyer Tpebosannam 11/ 3akaiouenne: OJJOBPEHO |
Prt.pared by / Checked by / Approved by: Manager/Executive / |
! Toarotosnero: Rama Kant ITposepeno: Pardeep Kumar | OzioBpeno: Merekep / Pykoro nirens
| Manoj Kumar \
Il - i At
Reprint Date / Reprint Date / Reprint Date /
Hara: 23.05.2024 | Mara: 23.05.2024 Hara: 23.05.2024 o
stured O ce: 8-2-237, Road No. 3, Bangarz Hills, Hyderabad - 500034, Telangara, Ind o
Tel: =51 40 4900 2900, Fax: +91 4C 4900 2399, Email: mali@drreddys.com

CIN: {85195AP1984PLCT0N4507
www.direddys.com



CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJHU3A

‘Product: Ketorol Exrre;&. (ketorolac) Orally Dis?ntegra‘fing, Tablets 10 mg

IMpoayxT: Ketopoa' 3kenpece (ketoponak) TabaeTH, AMCNIEPrHpYeMBbI¢ B 110J0CTH 111 10 mi

\Batch No /

\Cep Ha Ne

‘Analyncal Report No/
|AHZJIHTHYCCKAT 0THeT NY
‘Date of Manufacture /
Jara npenzsoacrsa

1 V2400824 ‘Batch Quantity / : 3600000 tab /
Gﬁbeu cepHH ~3600000Tab__
: 040002530209 Date of Analysis / : 23.05.2024
B __faraawamwza ]
: 04/2024 Date of Expiry / : 03/2026 |
To,ueu 0 ?

‘Anal}sw performed according ND / Anamus npopenen o HA:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

15 | Package / Ynakoska

16 wL-":afbeling/M:sp:mpomca

10 wblets in a blister of | 10tabletsina blister of (PA/AL/PE with

1

_Page7of 8/ Cp. Tn3 8

| (PAJAL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1

desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patent | leaflet in a carton pack. / Tlo 10
information leaflet in a carton | Tabaerok B Gaucrepe w3 (NMA/ATID ¢
pack. / [lo 10 Tabnerox B | Bnaronornoturenem/TI2BIT) donbru
Grucrepe uz  (MIAJ/AJIIID ¢ | (IID/AJT) doasru. Tlo 1 uni 2 6aucrepa
snaronorioturenem/TISBIT) ! C MHCTpYKUMEN (10 TPUMEHEHUIO B
Gonsru // (113/AJ1) gonsru. Tlo | nauky xapTOHHYH.

2 Ganctepa ¢ MHCTpykumed no |

NPHMEHEHHIO B nayxy

KapTOHHYIO.

According to ND / B cooreerctBui ¢ HII

17 Storage conditions /
Xpaunenue

18 | Shelf life / Cpok roanocTn

| 2 years /2 roma

Below 25 °C. /Tlpu 'rcmnepﬁT)*ﬁje He Bhiwe 25 °C.

C* At product release the quahty controi as per - the parameter « Microbial cnumeration tests» is performed for
each 20th batch, or for one batch in a year whichever is earlier.

# Hpu BbINYCKE JEKAPCTBEHHOIQ NpenapaTta KOHTPOJIb Ka4YeCTEa N0 NOKA3aTeN0 <(MHKPOOHOROI‘H‘IECK2§!
YHCTOTA» NPOBOAHTCH ANst KamAoh 20-0i cepuu, niau st 01HOI cepri B roj, B 3aBHCHMOCTH 0T TOr0, 4TO

HACTYNINT PaHbLUE,

Remarks: The Product conforms to ND/ | Conclusion: APPROVED /
[Tpuvenanue: [Tpoaykt coorsercraver Tpedopannam HJI i 3ararouenue: OJOBPEHO
Prepared by / Checked by / ' Approved by: Manager/Executive /
! IToarorosaeno: Rama Kant Ilpozepene: Purdeep Kumar | Onofpeno: Menemxep / Pykore umen
' . \ v ! Manoj Kumar 7 [
' Reprint Date / | Reprint Date / Reprint Date /
Hara: 23.05.2024 | Hara: 23.05.2024 Jlara: 23.05.2024 s




CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTI3A

Product: Kctorol Expres: (ketorolac) Orally Dlsmtegranng Tablets 10 mg

IIpoayxr: Keropon” Dkenpece (ketoponak) tabaeTkH, AUcHeprs

ipyemble B 1ieaocTH pra, 10 Mr

Batch No / 1 V2400824 Batch Quantity / : 3600000 tab /
Cepuu Ne _ Obbem cepun 2600000 Ta6
Analytical Report No / : 040002530209 Date of Analysis / ¢ 23.05.2024
AHaNHTHYECKHH oTyeT No ~_|laTa anannza S

‘Date of Manufacture / : 04/2024 iDate of Expiry / : 03/2026

len“a NPOHIBUACTEA ;FOAEH Jiti

Analysxs performed according ND / Ananus nposexen no HJ:

JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

| API name/HanmcRoaaan ADC:

Ketorolac tromethamme / Kempona}\a
TDOMETAMHH

|

\ INN/ MHH: |

| API manufacturer batch number / :

I_H_cmgn cepuii npoussoauTe s ADC: J
| FP Manufacturer API Batch number / l
" Homep cepin cySeranumn npoussoantens [JId:

API Manufactured by & country / |
_Tpounssonutens ADC, crpana: ' ‘

Ketorolac / Ketoponax

ABRH001415

FERAQ0144

Dr. Reddyi'réianbt;ratories Ltd., India /
Jl-p Peann'c Jlabopartopuc Jlva., Muans

. Remarks: The Product conforms to ND/ _
[Tpuneuanue: IpoaykT cooTseTcTBYET TpeboBanmsiM 11T

Conclusion: APPROVED /

3axmouenne: OJJOGPEHO

Approved by: Manager/Executive / v
Onobpeno: MeHemxep / Py kosaLTe I
Manoj Kumar b

1y D b

Prepared by / Checked by /
ITearoresieno: Rama Kant [lporepeno: Pardeep Kumar
I Reprint Date / Reprint Date /
Hara: 22.05.2024 . Jata: 23.05.2024

_Reprii‘FE_Ja—rb /

Harta: 23.05.2024




