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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3ZA

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoaykT: Keropon” Dkenpece (keropofiak) rabaerin

, JWCHEPrHpYEMbIe B 1ONOCTH pid, 10 mMr

Batch No / ; V2400405 Batch Quantity / < 3600000 tab /

Cepusn Ne ObseM cepun 3600000 Tab
Analytical Report No / : 040002468229 Date of Analysis / : 29.03.2024
ARaTHTHYECKHH oTuer No Jiata aHanisa PR _|
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026

JlaTa npON3BOACTEA T'open no

Analysis performed according ND / Awanus npopeaex no H:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / mamenenne Nel orv
27.12.2021, uamenenne No2 or 11.11.2022)

Page 1 of 8 /Crp.1 u3 8

;0 Test / ITokazaTenn Results / Pe3yneTaTsl Specification / Hopma
1 | Description / Onucanue Light yellow round flat beveled | Light yellow round flat beveled tablets

tablets with "|* debossed on one | with "|' debossed on one side. /
side. / Kpyrnole, mnockue | Kpyrible, niockne Tabnetkn ¢ Gackoil,
TabneTky C ackoif, CBETNO- | CBETNO-XKENTOTO LBETa C rpaBMpPOBKOI
XEJTOT0 LBETa ¢ TpaBHpoBkoif | «l» Ha onHOM cTopone.
«» Ha 0JHOYU CTOpOHE.

2 Identification / [ToAnHHHOCTE

Ketorolac / Kemoponax

a) ByUV/
Y®-cuextpodoToMeTpr

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-crexTpsl
MOTTIOLEHHS UCTIBITYEMOTO PacTsopa M
pacTsopa  CTaHmapTHoro  obpasua
KeToponaka TPOMETAMHHA  AOJDKHBL
AMETb MAKCHMYME! [IPH OIHO 1 TOH Xe
IUIMHE BOJHBL (£ 2 HM).

Remarks: The Product conforms to ND/

Tpumeuanue: TTpOAYKT COOTBETCTRYET TpeGOBAHNAM HI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /

ITonrorosneno: Nitin Sharma

Checked by /

[poeepero: Santpsh Kumar
Maurya C Ei

Approved by: Man gerfExecuti{}af
Onobpeno: Menemiep / PykoBoaurenb
Abhishek Chauhan )\

Reprint Date /

Hara: 29.03.2024

Reprint Date /
Jlata: 29.03.2024

Reprint Date /
Iara: 29.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJWU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HponyxT: Keropon™ Skenpece (keroposnax) Tabaerks, AHCHEPrUpyCMbIe B MONOCTH PTa, 10 mr

Batch No / : V2400405 Batch Quantity / : 3600000 tab /
Cepnst Ne O6nem cepuu 3600000 Tab
Analytical Report No / : 040002468229 Date of Analysis / : 29.03.2024
AHanMTHYeCKHIl oTueT Ne Hata apaansa

Date of Manufacture / : 02/2024 Date of Expiry / TUpL026
Jara mpoH3BOACTBA T'oaen no

27.12.2021, uamencnne No2 ot 11.11.2022)

Analysis performed according ND / Ananns nposenen no B/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ n3mencuue Nel or

Page2 of 8/ C1p. 2 13 8

No

Test / IlokazaTenn
Ne

Results / Pesynbrars! *

Specification / Hopma

b) By IIPLC/BOXX

Complies / CooTeTcTRYET

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
scction). / Bpemsa  yoepXuBaHHA
OCHOBHOTO THKa Ha XpOMATOrpaMme

WCOLITYEMOI0  pacTBopa  AOJDKHO
COOTBETCTBORATE BpeMeEHH
YHEPKUBAHHS OCHOBHOI'O IWKa Ha
XpomMaTorpaMme pacTeopa
CTaHAapTHOro obpa3la Keroponaka
TpOMETaMUHA (pazzmen

«KONNUECTBCHHOE OTIPENENCHUEY).

Remarks: The Product conforms to ND/
TIpumeuanne: [lpoaykr coorBercTByeT Tpedosanuam HJL

Conclusion: APPROVED /
3axmouenne: OJIOGPEHO

Prepared Ly / Cliecked Ly /
Ilogroropneno: Nitin Sharma
Maurya i

Iposepeno: Santosh Kumar

Approved by, Mayaye /Diecutive /
Onobpeno: Menesgiep / Pykosonurens
Abhishek Chaulan X

—;

7
Reprint Date /

Hara: 29.03.2024

Reprint Date /
Hata: 29.03.2024

Reprint Date /
Jara: 29.03.2024




Dr.Reddy’s Qg‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTIH3A

e

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poayKT: Ketopon” Skenpece (KeTOpOIAK) TabneTky, ANCNEprHpyeMble B NONOCTH pra, 10 mr
Batch No / 1 V2400405 Batch Quantity / . 3600000 tab /
Cepust Ne Oonem cepni 3600000 Tab
Analytical Report No/ : 040002468229 Date of Analysis / : 29.03.2024
AnanuTHYECKHIl oTuet Ne JMara ananuza
Datc of Manufacture/ + 02/2024 Date of Expiry / : 01/2026
TlaTa npon3BoACTEA Toxen po
Analysis performed according ND / Auannz nposexen mo HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nsmeunenne Nel ot
27.12.2021, n3mesenue Ne2 oT 11.11.2022)
Page3of 8 /Crp.3 n3 8
JI::’ Test / [TokasaTesb Results / Pesyantarst Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention  Gmes of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoaArHHOCTH butylhydroxyanisole peaks on the
Gy THArHAPOKCHAHK30/ chromatogram of the ftest solution
should correspond by the retention times
to 2-butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / DBpemeHa YICPXUBAHNA
nukoB 2-OyTUNTHAPOKCHAHM3ONA W
3-6yTHITHIPOKCHAHU30NA Ha
XpoMaTorpamme HCALITYEMOTO
pacTBOpa NOJUKHBI  COOTBETCTEOBATH
spesenam  yAcpxHBapui - TIHKOE
2-By TUATIAPOKCHAHIZ0NA "
3-GyTHArBAPOKCHARN30NA Ha
APOMATOTPaMMe pactsopa
I CTAHIAPTHOTO obpazua
Gy THITHIPOKCHANM30NA (pasnen
«Copnepxanne
6ymnrlmpoxcuamnona»).
4 Average weight / Cpeauss 68.9 mg/ 68.9 Mr 67.2 mgto 72.8 mg (70.0 mg + 4.0 %)./
macca Ot 67,2 Mr 10 72,8 mr (70,0 mr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Tpumeaatniie: TIPOAYKT COOTBETCTBYCT tpebopannsm HJL 3armouenne: OAOBPEHO
Prepared by / Checked by / Approved by: Matr ger/Executive /
TloxroTorneno; Nitin Sharma | [1poBepeHo: Santosh Kumar | OnoGpeno: Menengep / PykoBoauTeib
TA/" Maurya S@ Abhishek Chauha \
Reprint Date / Reprint Date / Reprint Date / .
Jlara: 29.03.2024 Jara: 29.03.2024 Jara: 29.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxs: Keropon” Skenpece (ketoponak) 1abiierku, AMCNEPrHpYEMbIE B TIONOCTH pTa, 10 Mr

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

Cepus No O06BeM cepui 3600000 Tab
Analytical Report No / : 040002468229 Date of Analysis / : 29.03.2024
AnannTHyecKknii oryer Ne Jlara ananusa il
Date of Manufacture / : 02/2024 Date of Expiry / : 0172026

JiaTa NpOH3BOACTB2 I'ogen 10

Analysis performed according ND / Ananu3 nposceaen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3mcuenne Nel or
27.12.2021, u3sencune Ne2 ot 11.11.2022)

—

No

Ne Test / [Tokazarenn

Results / Peaynbtars!

Page4of 8/Cip.4u3 8
L

Specification / Hopma

Uniformity ot weight /
OaHOpPOOHOCTL MacChl

Complies / CooTBETCTBYET

18/20 tablets - not more than + 10%
2/20 tablets - not more than + 20 % /
18/20 Tabnerok — He Oonee x 10 %
2/20 rabnerox — He 6onee = 20 %

5 Disintegration time /

00 min 22 sec / 00 MuHH 22 cek

Nof more than 3 min / He 6osee 3 mun

Pacnagaemoctn
6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 105% Not less than 75% (Q) of
.y Ci15H)3NO3+CsH ) 1 NOs (ketorolac
Unit-2 / Ta6n-2 S tromethamine) in 15 min / He Mence
Unit-3 / Ta6n-3 101% 75% (Q)  CisHuaNO3*C4HiiNOs
. . (xeTopojlaka  TPOMETaMHH)  yepe3
Unit4 / Tabn-4 101% 15 mMun
Unit-5 / Tabn-5 101%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
AucnepcHocTh 710 pm sieve is formed. / Obpasyercs

ONHOPOAHAst CYCTIEH3Ws, MNPOXOHsLIast
CKBO3b CHTO C Da3sMEpOM OTBEpCTHH

710 MxM.

Remarks: The Product conforms

Ilpumeuanne: [TpopykT coorBeTcTBYET Tpebosanuam H]T

to ND/

Conclusion: APPROVED /
Jaxmouenne: OJIOBPEHO

Prepared by /
Hoarorosneno: Nitin Sharma

'\_“y

Checked by /
ITporepeno: Santosh Kumar

Maurya &

Approved by: Manhiger/Executive /

Onobpeno: Meuenpiep / Pyxosonuresns

Abhishek Chauhan

Reprint Date /
Iarta: 29.03.2024

Reprint Date /
JTaTa: 29.03.2024

Reprint Date /
Jara: 29.03.2024
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon™ Bkenpece (KeToposiak) TabACTKH, AHCTICPTHPYEMBIC B N0IOCTH pTa, 10 mr

Batch No / : V2400405 Batch Quantity / : 3600000 tab/
Cepus Ne O6BeM ceprn 3600000 Tab
Analytical Report No / : 040002468229 Date of Analysis / : 29.03.2024
ApamuTHyeckuii oTuer No Jara anajnnia

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
JlaTa mpoM3BOACTBA Ionen no

Analysis performed according ND / Ananns mposeaen no H/L:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3mMeHnenune Nel or

27.12.2021, u3mencnne Ne2 or 11.11.2022)

Page5of 8/ Crp. 513 8

8. Related impurities / PoacTBeHHble IpUMECH

ketorolac 1-hydroxy analog / Not mare than 0.5 % / He 6onee 0,5 % |

1-runpoxkcuanaior

Below LOD (LOD = 0.0010 %) /
Huske npeacna obnapyxenus (110 =

KeTOpoJaKa 0.0010%)
ketorolac 1-keto analog/ Not more than 0.8 % / He bonec 0,8 %
1-keTO2ananor KeTopoaKa 0.08 %
Any unidentified impurity / Not more than 0.5 % / He 6oaee 0,5 %
eAHHUHAsA
RelAeHTHDHULIMPOBaHHA 0.02 %
NpHAMECH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CyMma npumeceit

9 Water / Bona 2.6% Not more than 7.0% wiw /

He 6once 7,0 %

10 | Residual solvents by GC/ OcTaTo4yHbie OpraHuyecKHe pacTBOPUTEIH

19 pg/tab /
19 Mkr B Tabnerke

Not more than 350 pg/tab/

Isopropy! alcohol /
He 6onee 350 Mkr B TabneTke

Hzonponanon

Conclusion: APPROVED /
Saxnwyenne: OJOBPEHO

Remarks: The Product conforms to ND/
[pumeuanue: Ilpoaykr cootseTcTBYeT TpeboBanusm HI

Prepared by / Checked by / Approved by: Manager/Executive / '
IMoxroTosnero: Nitin Sharma | [Mpoeepero: Santosh Kumar Onobpero: Mene
“_:\J ‘ Maurya SX‘;_ Abhishek Chauhan
Reprint Date / Reprint Date / 'Reprint Date /
JHata: 29.03.2024 Jata: 29.03.2024 Jata: 29.03.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon” Dkenpecc (ketoponak) TabaeTky, AHCHEpripyemMble B OIOCTH pra, 10 Mr

AnaauTH4eckHi oTuer Ne

Batch No / 1 V2400405 Batch Quantity / : 3600000 tab /
Cepus Ne O6BeM cepiu 3600000 Tab
Analytical Report No / : 040002468229 Date of Analysis / : 29.03.2024

Jlata anannsa |

Date of Manufacture /
JaTta npou3BoACTBA

: 02/2024

Tomen no

Date of Expiry /

_______

¢ U1/72U40

Analysis performed according ND / Ananu3 nposegen no HJ/I:
JIIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11,2022 / n3menenne Nel ot

27.12.2021, uamenenne Ne2 or 11.11.2022)

Page 6 of 8/Crp. 613 8

11 | Microbial enunieration tests / MrkpoGuonoruyeckas YucroTa*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6wee uncio He 6onee 1000 KOE/r
23pO6HBIX MHKDPO- ‘
OpraHH3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61ee He Gonee 100 KOE/r
UHCTIO APOXKIKEBDLIX
IUICCHCBBIX IpHbOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBueB 11
12 | Uniformity of dosage units / 59 Acceptance value (AV) not more than
OaHOPOAROCTH 15.0 / TlpuemouHoe 3HauyeHHe (AV) ne
AO3MPOBAHNSA 6onee 15,0.
13 Assay / KosinyecTsenHoe 9.9 mg/9.9mr From 90mg to 110mg of
onpeaejcHue (99.2 %) Ci5H13NO3+C4H; 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet /'Ot 9,0 Mr
g0 11,0mr  CisH;zNO;CeH 1 NO3
(keToponaka TpomeraMuH) (ot 90,0 mo
110,0 % oT 3aABIEHHOTC KOMUHECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0977 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0977 mr B TabncTke He menee 0,042 Mr B TabneTke
GYTHATHAPOKCHANH30/12
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumedanue: Ipoaykr coorsercrayet TpeGosanmam HJL 3aknwuende: OJJOBPEHO
Prepared by / Checked by / Approved by: Manaper/Executive /
Hogrorosneno: Nitin Sharma | IIposepeno: Santqsh Kumar | Onobpeno: Menemsep / Pykopoznurens
\’y Maurya (U7 Abhishek Chauhan
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.03.2024 Jara: 29.03.2024 JHara: 29.03.2024




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHATTH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoxyxt: Keropon™ Sxcrpece (ketoponak) TabeTku, ACnepriupyevble B MOSOCTH P4, 10 mr

Batch No / 1 V2400405 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepiu 3600000 Tab
Analytical Report No / : 040002468229 Date of Analysis / : 29.03.2024
AnaHTHYeCKHH 0T9eT Ne JaTa ana/inza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa npoH3BOACTBA Togen oo

Analysis performed according ND / Ananu3s nposeaen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel ot

27.12.2021, nameuenue Ne2 ot 11.11.2022)

Page 7 of 8/ Crp. 7 u3 8

15 Package / YnaxoBka 10 tablets in a blister of | 10 tabletsina blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / Tlo 10
information leaflet in a carton | Tabnertox B 6auctepe M3 (TIA/AJI/ITS ¢
pack. / Tlo 10 Tabmetrok B | Brnaromornorutenem/IIIBII) donsru //
omctepe w3 ([IA/AJVIID ¢ | (II3/A) doneru. ITo 1 unu 2 bnvcTepa
snaronornotuteneM/IIOBIT) C MHCTPYKUMEH TO TMpPHMEHEHHIO B
tonsru // (II3/AJ]) doneru. Ilo | mayky KapTOHHYIO.

2 6nucTepa ¢ MHCTPYKUMEH 110
NpPUMEHEHHIO B TIayKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cooTsercTBuH ¢ H]]
17 | Storage conditions/ Below 25 °C. / Ilpw Temmepatype He BhiLie 25 °C.
Xpanenne
18 Shelf life / Cpok roxsocrn 2 years/ 2 ropa

* 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 BHIMYCKE JeKAPCTBEHHOIo NPENapaTa KOHTPOJIk Ka4ecTBa o nokasaTento «Miukpobronorayeckasn
YHCTOTA» MPOBOAUTCA ANA KaxKaoii 20-0i cepuH, WIH A5 OAHO# CCPHH B I'0fl, B 3aBUCHMOCTH OT TOT'0, 4TO

HACTYIIMT pPaHblIe.

Remarks: The Product conforms to ND/
[Tpumedanue: IIpoayKT cOOTBETCTBYET TPEOOBAHUAM HI

Conclusion: APPROVED /
Zaxmouecnre: OJIOBPEHO

Prepared by /

Tloarorosneno: Nitin Sharma

-Checked by /
[Iposepeno: Santosh Kumar

Approved by: Mana
OgobpcHo: MeHemm
Abhishek Chauhan

er/Exccutive /
/ PYKOBOIMTEIb

Reprint Date /
Jlata: 29.03.2024

Maurya g;(_ .
Reprint Date /

Hara: 29.03.2024

Reprint Date /
Jara: 29.03.2024




Dr.Reddy'’s ":’

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIHA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopon™ Dkenpece (ketoponak) TablieTky, AHCIEPrHpyeMbIe B NIONOCTH pTa, 10 Mr

: 3600000 tab /

Batch No / : V2400405 Batch Quantity /

Cepna Ne Obnem cepun 3600000 Tab
Analytical Report No / : 040002468229 Date of Analysis / : 29.03.2024
AnagnTHYecKHii oTger No JaTa aHaH3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTa MpOH3BOACTBA iopen no

Analysis performed according ND / Ananns nposegen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, namenenre Ne2 or 11.11.2022)

Page 8 of 8 / C1p. 8 u2 8

API name / Haumenopauue ADC:

Ketorolac tromethamine / Ketoponaka

Homep cepun cyGeranunn npoussoaurens CIID:

TPOMETaMHH
INN / MHH: ! Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepun uponssoantens ADC: EBQRIONsS
FP Manufacturer API Batch number / FERA00029

API Manufactured by & country /
Iponssoautens APC, crpaua:

Dr. Reddy's Laboratories Ltd., India /
J-p Penan'c Jlabopartopuc Jita., Hunus

Remarks: The Product conforms to ND/
Ipumeuanue: [Tpoaykt coorercTyer Tpebosaunam HII

Conclusion: APPROVED /
Jaxmouenne: QJJOEPEHO

Prepared by / Checked by /
TloarorosncHo: Nitin Shanma

2

Maurya

ITpoeepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Meiiergicep / PykoBoautene
Abhishek Chauhan

Reprint Date /
Hara: 29.03.2024

Reprint Date /
Jara: 29.03.2024

"= \

Reprint Date /
Jara: 29.03.2024




