Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A

Product: Ketorol Express (lzet_()rzlz;c_) Orally Disi;ltegrating Tablets 10 mg

Tpoaykr: Keropon™ Sxcnpece (keroponak) TabreTkH, AUcnepripyemble B 010CTH pTa, 10 Mr

Analysis performed according ND / Auannz nposegen nmo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Batch No/ : V2401054 Batch Quantity / :+ 3600000 tab /

Cepua Ne Ob6bem cepuu 3600000 Tab
Analytical Report No / : 040002568227 Date of Analysis / : 27.06.2024
AHAJTHTHYECKHH 0T4YeT Ne Jara anaaunza |
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026

Jara npoH3BOACTBA Tomen oo

Pagelof 8§ /Crp.1u3 8

JI:,O Test / [Tokazarens Results / Pe3ynbTaTst Specification / Hopma

1 Description / Onucanune Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyrnele, miockue | Kpyriele, nnockue tabneTku ¢ packoi,
TabneTkH ¢ (ackoii, CBETNO- | CBETNIO-XENTOrO LIBETA C MPAaBUPOBKOR
XEJNTOro 1BETa ¢ rpaBUPOBXOM | «l» Ha 0fHON CTOpOHE.
«l» Ha OfIHOM CTOpOHE.

2 Identification / [TogTuHHOCTD

Ketorolac / Kemoponax

a) Byuv/

V®-cnexkTpodoToMeTpHs *

Complies / CooTReTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine = standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnexTpsl
NOIJIOLIEHHs] UCTIBITYEMOrO PacTBopa H
pacTBopa  CcTaHmapTHoro  ofpasia
KeTOpONaKka TPOMETaMHHa  JIOJDICHEI
HMETb MaKCUMYMBI [IDH OIHOM M TOH ke
JATUHE BOJHBI (£ 2 HM).

Conclusion: APPROVED /
Sakmwdenne: OJOBPEHO

Remarks: The Product conforms to ND/
Ilpumeuanue: [IpogykT cooTBeTcTBYeT Tpeboparuam HJ{

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHo: _Santosll@: IIposepeno: Pawan Kumar Onobpero: Menemkep / Pykoroaigreinb
Kumar Maurya . L Manoj Kumar fkfzwl
Reprint Date / Reprint Date / ’ Reprint Date /

Jara: 27.06.2024 Hara: 27.06.2024 Hara: 27.06.2024




Dr.Reddy’s ‘j’?

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

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

IIpoayxr: Ketopon™ Dkcnpece (keToposak) Tabnerky, AUcneprupyembie B noocTH pra, 10 mr _
Batch No / : V2401054 Batch Quantity / : 3600000 tab /
Cepnsa Ne Obbem cepun 3600000 Tab
Analytical Report No / : 040002568227 Date of Analysis / : 27.06.2024
Ananuruyecknii order Ne Hara amanuza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026

Jdara npoH3BOACTEA Toxen no

Analysis performed according ND / Ananuz nposenen mo H:

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

Page2 of 8/ C1p. 2 w3 8

No

"Test / TlokazaTenn
Ne

Results / PezynbTaThl

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), / Bpema yaepXHBaHHA
OCHOBHOIO [MMKa Ha XpOMarorpamme

MCOBITYEMOTO ~ pacTBopa  JOJDKHO
COOTBETCTBOBATH BPEMEHH
YIOCPKHUBAHHUA OCHOBHOTO IIHMKa Ha
XpoMaTorpaMme pacTBopa
CTaHJapTHOro ofpasla KeToponaka
TpOMETaMHHa (pazmen

«KonuyecTBeHHOE ONPENCIEHHEY).

Remarks: The Product conforms to ND/

ITpuMeuanue: IpooyKT COOTBETCTBYET Toebosannsam HIT

Conclusion: APPROVED /
3axkmouenune: OJJOBPEHO

Jara: 27.06.2024

Hara: 27.06.2024

Prepared by / Checked by / Approved by: Manager/Executive /
INoarotosneno: Santos] ITposepeno: Pawan Kumar Onobpeno: Menemkep / Pykosonuress
Kumar Maurya @L Manoj Kumar i

Thar
Reprint Date / Reprint Date / Reprint Date /

Narta: 27.06.2024




Dr.Reddy’s ‘;'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHATHU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jxenpecc (keToponak) TabeTky, AUCMEprupyemble B II0N0CTH pTa, 10 Mr

Batch No / : V2401054 Batch Quantity / :+ 3600000 tab /
Cepun Ne O06bem cepin 3600000 Tab
Analytical Report No / : 040002568227 Date of Analysis / 1 27.06.2024
AHaJHTHYeCKHH oTyeT Ne JdaTta avanausa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JaTa npoH3BOACTBA Tonpen mo

Analysis performed according ND / Ananus nposegen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Pagc3of 8/ Crp.3 u3 8

;Ib 0 Test / [loxasaTenn Results / Pe3ynsTaTsl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The retention times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanHHHOCTDL butylhydroxyanisole pcaks on the
OYTHITHAPOKCHAHHN30N 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). / BpeMeHa yIepKHBaHUS
MUKOB  2-OYTHIrHApOKCHaHH30TA H
3-6yTUTUIPOKCHAHHU3051a Ha
XpoMaTorpaMmme HCIIEITYEMOIO
pacTBopa [IOJDKHBl COOTBETCTBOBATh
BpeMeHaM  YASPXKHBAHHA [TUKOB
2-6yTWIrHAPOKCHAHH30Ia u
3-6yTHITHAPOKCHAHM301A Ha
XpOMaTorpamme pacTBOpa
CTaHAAPTHOLO obpasia
6yTHITMAPOKCHAHH30TIA (pazmen
«Conepxanue
OYTHITHAPOKCUAHH30JIAN).
4 Average weight / Cpeansia 69.6 mg/ 69.6 mr 67.2 mgto 72.8 mg (70.0 mg+ 4.0 %)./
macca , Ot 67,2 Mr g0 72,8 Mr (70,0 Mr+4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: [Ipoagykt coorBercTByeT TpeboBaunam HJT 3axmouenne: OJOFPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoprotosneHo: San’coshr -, | IlpoBepeno: Pawan Kumar Ono6pero: Menemkep / Pykosointenb
Kumar Maurya & /@/ Manoj Kumar b
Reprint Date / Reprint Date / Reprint Date /
Hara: 27.06.2024 Hara: 27.06.2024 HNarta: 27.06.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
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CEPTU®UKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HOpoayxt: Keropon®™ 3kenpecc (keroponak) TabieTky, AMcIeprupyemsle B 0J0CTH pTa, 10 Mr

aboratories Lid,

Batch No / : V2401054 Batch Quantity / : 3600000 tab /
Cepna Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002568227 Date of Analysis / : 27.06.2024
AnanyTHyeckuii oTyer Ne JlaTa azanuza

Date of Manufacture / : 05/2024 Date of Expiry / 1 04/2026
HMata npoH3BoAcTBa Togen mo

Analysis performed according ND / Ananu3s nposexen mo HJ:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4of8/Crp.4u3 8

No

N Test / [Toka3aTeanb

Results / Pe3ynsTaThl

Specification / Hopma

Uniformity of weight /
OaHOPOAHOCTB MACChl

Complies / CooTBeTCTBYET

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

5 Disintegration time /
PacnmagaemMocts

00 min 16 sec / 00 MUH 16 cek

Not rﬁore than 3 min / He 6onee 3 MuH

6 Dissolution / PacTBopenue

Unit-1/ Ta6n-1 99%
Unit-2 / Tabn-2 98%
Unit-3 / Tabn-3 98%

Unit-4 / Tabn-4 100%
Unit-5 / Tabn-5 97%
Unit-6 / Tabn-6 96%

Not less than 75% (Q) of
CisH13NO3CsH 1 NO;» (ketorolac
tromethamine) in 15 min / He MeHee

5% (Q) CisH13NO3*C4H11NO;
(keToposiaxa  TpOMETaMHUH)  uepes
15 Mun

7 Fineness of Dispersion/
JucnepcHocTh

Complies / COOTRETCTBYET

A uniform suspension passing through a
710 pm sieve is formed. / O6pasyercs
OOHOPONHaA CYCMEH3UdA, MpOXOAfLIasn
CKBO3b CHTO C Pa3MEPOM OTBEPCTHIA
710 MKM.

Remarks: The Product conforms

to ND/

ITpumeyanue: ITpoaykT cOOTBETCTBYET TpeboBanmaM HJT

Conclusion: APPROVED /
3axawacune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTopsneHo: Santosl@ Ilposepeno: Pawan Kumar Ono6peno: MeHemkep / PykoBogjiTens
Kumar Maurya j Manoj Kumar L‘j’ '#é @
Reprint Date / Reprint Date / / Reprint Date /

Jara: 27.06.2024 JHara: 27.06.2024 Hara: 27.06.2024
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Dr.Reddy’s Q%

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJTU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropon™ Sxcnpece (keToponak) TablieTkH, AUCNEPr1pyeMbie B MONOCTH PTa, 10 mr
Batch No/ : V2401054 Batch Quantity / : 3600000 tab /
Cepuia Ne O6neM cepuu 3600000 Tab
Analytical Report No / : 040002568227 Date of Analysis / ¢ 27.06.2024
AHaMHTHYECKHH OTYeT Ne ) Jara ananausa
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JlaTA NPpOU3BOACTBA Toaxeu mo
Analysis performed according ND / Ananans nposeaex no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page50f8/Crp.Su3 8

8 Related impurities / PoacTBenubiec npumecn
ketorolac 1-hydroxy analog / Below LOQ (LOQ = 0.0032 %) / Not more than 0.5 % / He 6osee 0,5 %
1-ruopoxcranaior Huke Tipejiena KONHYECTBEIIHOTO
KETOpOJIaKa onpenenexus (ITKO = 0.0032 %)
ketorolac 1-keto analog/ 0.04% Not more than 0.8 % / He 6onee 0,8 %
1-keTOAHANOT KETOpoOJIaKa
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eAVHHAYHaA 0.05%
HeHIECHTU(HLMPOBaHHAN
TIpHMECh
Total impurities / 0.1 % Not more than 1.0 % / He 6omnee 1,0 %

Cymma npumecei

9 Water / Boaa 3.0% Not more than 7.0% w/w /
? He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OPraHHYECKHE PACTBOPHUTENH

Isopropyl alcohol / 3 pgltab/ Not more than 350 pg/tab /
Hzonponanon 3 Mxr B TabeTke He Gosee 350 mkr B TabneTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Mpumeuanue: IIpogykT cooTBeTcTBYST TpeboBanunam HJ{ 3axsmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iogroropneno: Santosi A, ITposepero: Payvan Kumar Onobpero: Menemxep / Pykopomiient
Kumar Maurya = é Manoj Kumar @
Reprint Date / Reprint Date/ ’ Reprint Date /
Jlata: 27.06.2024 Jlata: 27.06.2024 Jara: 27.06.2024

Aot lyderabad £
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Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg =
Hpoaykt: Ketopon™ Dkenpecc (keToponakx) 1abneTku, AUCNeprupyemsie B nonocty pra, 10 mr

Batch No/ : V2401054 Batch Quantity / : 3600000 tab /
Cepun Ne O0bem cepHH 3600000 Tab
Analytical Report No / : 040002568227 Date of Analysis / : 27.06.2024
AHAJIHTHYECKHIH oTYeT No JlaTa aHaau3a

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JlaTa npon3BoacTBA Tonen mo

Analysis performed according ND / Ananus nposeaen no H/:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ Crp. 6 n3 8

11 | Microbial enumeration tests / Mukpo6uosornueckan yscrora*®
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obutee yHcno He 6onee 1000 KOE/r
a3po6HBIX MHUKPO-
OpILaHHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61ee He 6onee 100 KOE/r
YUCIIO APOXOIKEBBIX U
IUIECHEBLIX IpHbOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrcTRue B 1 1
12 | Uniformity of dosage units / 5.0 Acceptance value (AV) not more than
OaHopoaHocTs 15.0 / TIpuemoyHoe 3HaueHne (AV) He
JA03UPOBAHUS 6onee 15,0.
13 | Assay/ KosnuecrBeHHoe 9.8 mg/9.8 Mr From 90mg to 11.0mg of
onpeneeHue (98.3 %) C15sH13NO;3*C4H [ 1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 11,0 mr  C;sH;3NO;3*CsH 1 NO3
(xeroponaka TpoMeramud) (ot 90,0 no
110,0 % oT 3asBIEHHOTO KOJIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0898 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0898 mr B Tabnerke He menee 0,042 mr B Tabnetke
OYTHACHAPOKCHAHN30J12

Remarks: The Product conforms to ND/
[Ipumevanue: Ilpoaykt cootBeTcTBYET TpeborauusamM HI

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /
HoarotoeneHo: Santosh,~~
Kumar Maurya 3 @:

Checked by /

IlpoBepeHo: wnar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopopyrens
Manoj Kumar Ah /ﬁl
L

Reprint Date /
Hara: 27.06.2024

Reprint Date / /
Jata: 27.06.2024

Reprint Date /
Jara: 27.06.2024

el - § tia, Indin
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

Ipoaykr: Keropon® Dkerpece (keToponak) TabneTky, AMceprupyemble B MOJIOCTH pTa, 10 Mr
Batch No / : V2401054 Batch Quantity / : 3600000 tab /
Cepun Ne L Obbem cepun 3600000 Tab
Analytical Report No / : 040002568227 Date of Analysis / : 27.06.2024
AHaNHTHYECKHR oTyeTr No JdaTta anaausa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JdaTa npoH3BoaAcTBA [T'ogen xo

Analysis performed according ND / Ananus nposegen mo H/I:

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

Page7of 8/ Cip. 7u3 8

15 |

Package / YnakoBka

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. / Tlo 10 Tabnetok B
6nucrepe u3  (TIA/AJVTID ¢
Bnaronornotutesem/TISBIT)
¢onsry // (TID/AJI) doneru. Io
2 fnuctepa ¢ MHCTpYKLeld no
TIpHMeHEHRIO B nauky
KapTOHHYIO.

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. / Ilo 10
Tabnerok B Gnuctepe us (ITA/AJI/TID ¢
snaronornotutenem/II5BII) donbru /
(IN3/AJT) doneru. ITo 1 nnu 2 6aucTepa
C HMHCTPYKLHEH 10 INpHUMEHEHHIO B
Nayky KapTOHHYO.

16

Labeling / MapkupoBka

According to ND / B cootsetcTBuM ¢ H]T

17

Storage conditions /
Xpaneune

Below 25 °C. / Ilpu TeMIepaType He Bimie 25 °C.

18

Shelf life / Cpok roaHocTH

E 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.
* IIpH BbINycCKe JeKapCTBEHHROIC NPEeNapaTa KOHTPOJb Kavyecrsa no nokasarenio «Mukpobuosoruieckas
4HCTOTA» NPOBOAHTCA ANA Kaxaoii 20-0i cepui, HIU AJIA ONHOI cepHM B IO, B 3aBHCHMOCTH OT TOro, 4T0

HacCTYIIHT paHbLlle.

Remarks: The Product conforms to ND/
IMpumeuanne: Iponykr coorsercTayeT TpebopannsaM HJ|

Conclusion: APPROVED /
3akmoueune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMonrorosneHo: Santosh IIposepeno: Pawap Kumar OnobpeHo: Menemxkep / Pykonou )TEJIL
Kumar Maurya oA L _ Manoj Kumar k))!&.“',/
Reprint Date / Reprint Date/ ! Reprint Date /

Hata: 27.06.2024 JHara: 27.06.2024 Hata: 27.06.2024




Dr.Reddy’s Q_’:"

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoAyxT: Keropon® Dkcnpece (keToponak) TablieTkH, UCTIEPrUpYEMBie B nosocTH pra, 10 Mr

Batch No / 1 V2401054 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002568227 Date of Analysis / 1 27.06.2024
AnpaanTayeckuii otuer Ne Jara ananusza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JdaTa npou3BoacTEa T'onen no

Analysis performed according ND / Ananu3 nposegen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page8of8/Crp. 8 u3 8

API name / HanmeHoeauue APC:

Ketorolac tromethamine / KeToponaka

Homep cepuu cy6cTanumu npoussoantes IJId:

- TPOMETaMHUH
INN / MHH: Ketorolac / Keroponax
API manufacturer batch number / ABRI002812
Homep cepun nponssogurens APC:

FP Manufacturer API Batch number / FERA00194 -

API Manufactured by & country /

IIponssoautens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pemnw'c Jlaboparopuc Jita., Uunus

Remarks: The Product conforms to ND/
llpumedanue: [Ipoaykr coorsercTryeT TpeboBanusm HIT

Conclusion: APPROVED /
Saxkmoyenne: OMOBPEHO

Prepared by / Checked by /
TTonrorosneno: Santosh - ’
Kumar Maurya = il

IlposepeHo: Paﬂar

Approved by: Manager/Executive /

Onobpeno: Menemwiep / Pyxosojiijeis
Manoj Kumar a ﬁ“ l,!

Reprint Date /
Harta: 27.06.2024

Reprint Date /
Jara: 27.06.2024

Reprint Date /

Hara: 27.06.2024




