Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxr: Keropon™ Dkcnpece (ketoponak) TabaeTku, AMCIEPrupyeMble B MONOCTH pTa, 10 Mr

Batch No / : V2400252 Batch Quantity / : 3600000 tab /
Cepus Ne Obnem cepun 3600000 Tab
Analytical Report No / : 040002442072 Date of Analysis / : 08.03.2024
AnaanTndeckuii oruer Ne JlaTa anaJm3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jlata nponsBoacrsea T'onen no

Analysis performed according ND / Anann3s nposenen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, uzmenenue Ne2 or 11.11.2022)

Page 1 of 8 /Crp. 1 u3 8

Y ®-cnekrpodoTomMeTpus

1}? Test / Iloka3aTesb Results / Pe3ynbTatsl 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. / Kpyruble, mnockue | Kpyrnsie, miockue Tabnerku ¢ $packoii,
Ta0NeTKH ¢ (ackoif, CBETJIO- | CBETJIO-KENTOro LBETA C IPaBUPOBKOM
XKEJITOTO 1[BeTa € IpaBUpOBKOM | «l» Ha omHOI cTOpOHE.
«l» Ha OZTHOIi CTOpOHE.
2 Identification / [TomnuHHOCTB
Ketorolac / Kemoponak
a) Byuv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cniekTpsl
MOTJIOIEHUS UCTILITYEMOTO pacTBopa U
pacTBopa  cTaHmapTHoro  obpasua
KETOpONaka TPOMETaMHHA  IOJIKHBI
UMETh MAKCUMYMBI TIPH OJTHOM ¥ TOM Xxe
IUTHHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/

ITpumeuanue: Ilpoaykt cooTBercrByeT TpeboBanusm HJI

Conclusion; APPROVED /
3akmouenne: QJIOGPEHO

Prepared by /
IToarorosneHo: P?esh Rana

-

Checked by /
ITpoeepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / PyKOBjuHTBnb

Manoj Kumar @%’)

Reprint Date /
Jara: 08.03.2024

Reprint Date /
Jata: 08.03.2024

Reprint Date /
JlaTa: 08.03.2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykt: Keropon™ Dkenpecc (ketoposak) TabneTkH, AUCTIeprHpyeMble B MOA0CTH pTa, 10 Mr

Batch No / : V2400252 Batch Quantity / : 3600000 tab /
CepHa Ne O0bem cepnn 3600000 Tab
Analytical Report No / : 040002442072 Date of Analysis / : 08.03.2024
Anajurnueckuii oTyer Ne JlaTa aHanu3za

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JdaTa npousBoacTea Togen go

Analysis performed according ND / Ananu3s nposenen no HJI:

JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot
27.12.2021, nsmenenne Ne2 or 11.11.2022)
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No

Test / [Toka3aTeb
No

Results / Pe3ynbrats

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). / Bpemsa ynepXHUBaHHUsA
OCHOBHOIO MHKa Ha XpoMarorpaMme
HCIIBITYEMOTO  pacTBopa  JOJIKHO
COOTBETCTBOBATh BpEMEHU
yIEepKUBaHHA OCHOBHOrO TIHKAa Ha
XpoMarorpamme pacteopa
CTaH/IapPTHOTO KETOpOoJIaka
TpOMETaMHHa (pazmen
«KonmyecTBeHHOE OTIpEeaeIEHUEN).

obpasua

Remarks: The Product conforms to ND/
[Tpumeuanue: [TpogykT cootBeTcTByeT Tpedbosanmsam HJI

Conclusion: APPROVED /
3axarwyenue: OJOBPEHO

Prepared by /
ITonrororneno: Pra;}sh Rana

—

Checked by /
ITpoeepeHo: Pardeep Kumar

==

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PyKOBl‘ﬁIHTE:II'b

Manoj Kumar
Mt

Reprint Date /
Jlara: 08.03.2024

Reprint Date /
Jara: 08.03.2024

Reprint Date /
Hara: 08.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkcnpecc (keroposak) TablaeTky, AUCTIEpPTUpYEMbIE B IIOJIOCTH pTa, 10 Mr

Batch No / : V2400252 Batch Quantity / : 3600000 tab /
Cepus Ne O6nbeM cepun 3600000 Tab
Analytical Report No / : 040002442072 Date of Analysis / : 08.03.2024
AHajuTHYecKHi oTyer Ne JlaTa ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jara nponzBoacrsea T'ogen no

Analysis performed according ND / Anann3 nposeged no HJI:
JINI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot
27.12.2021, n3amenenne Ne2 or 11.11.2022)

Page 3 of 8/ Crp. 3 u3 8

E.? Test / IlokasaTesb Results / Pesynbratsl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
ITopHHHOCTD butylhydroxyanisole peaks on the
OYTHIrHAPOKCHAHH30JI 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 ynepXHMBaHUA
NMHKOB  2-OyTHATMAPOKCHAHM301Aa |
3-0yTHATUPOKCHAHHU301a Ha
XpoMaTorpaMmme HCIILITYEMOTO
pacTBopa HOJDKHBl COOTBETCTBOBATH
BpeMeHaM YAEPKUBAHUA HKOB
2-0yTHATUIPOKCHAHH30I1a "
3-0yTUNrHAPOKCHAHU301a Ha
XpOMaTorpaMmme pacTBOpa
CTaHAAPTHOTO obpasua
OyTHIArHAPOKCHAHU30J1a (pazzen
«ConepxaHue

OYTUNTHAPOKCUAHU30TIa»).

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 Mr mo 72,8 Mr (70,0 Mr+ 4,0 %).

4 Average weight / Cpeanss 69.6 mg / 69.6 Mr

mMacca

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Remarks: The Product conforms to ND/
IMpumeuanue: [TpoxykT cooTBeTcTByeT Tpebopanuam H/I

Prepared by /
IMToaroroBneHo:; Prave? Rana

Checked by /
Ipoeepeno: Pardeep Kumar

.

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBogurenb
Manoj Kumar -

Reprint Date /
Jlara: 08.03.2024

Reprint Date /
Jara: 08.03.2024

Reprint Date /
Jara: 08.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkenpece (ketoposiak) TaGNeTkH, AMCEPrHPYEMble B NIONOCTH PTa, 10 Mr

Batch No/ : V2400252 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepun 3600000 Tab
Analytical Report No / : 040002442072 Date of Analysis / : 08.03.2024
AHaJIMTHYeCKHii oTdeT Ne Jata apannza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JdaTa mpoH3BoacTBa Topen no

Analysis performed according ND / Anann3s nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or
27.12.2021, uzmenenne Ne2 ot 11.11.2022)
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[Mpumeyanue: [IpoaykT coorBercTByeT TpeboBanuaM HJT

1}? Test / [Toka3aTennb Results / Peaynbratsl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than =+ 10 %
OaHOPOAHOCTH MACCHI 2/20 tablets - not more than £+ 20 % /

18/20 Tabierox — He Gonee = 10 %
2/20 Tabnetok — He Gonee = 20 %
5 Disintegration time / 00 min 21 sec / 00 MuH 21 cex Not more than 3 min / He 6osee 3 MuH
Pacnapaemocthb
6 Dissolution / PacTBopenue Unit-1/ Tabn-1 101% Not less than 75% (Q) of
. CisH13sNO3+C4H; |NOs (ketorolac
Unit-2/ Tabn-2 101% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 95% 75 % Q CisH1i3NO3+C4H (1 NOs
) (keToponaka  TpOMETaMMH)  dYepe3
Unit-4 / Tabn-4 95% 15 Mun
Unit-5 / Tabx-5 95%
Unit-6 / Tabn-6 104%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHoOCTh 710 um sieve is formed. / O6pazyerca
OJHOpOAHAS CYCIEH3MsA, IPOXOIAILas
CKBO3b CHTO C pa3MepoM OTBEpPCTHH
710 MKM.
Remarks: The Product conforms w WD/ Conclusivn: APPROVED /

3axmouenue: OJOGPEHO

Prepared by /
IToaroToBieHoO: Praxyh Rana

Checked by /
[posepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyKOBO(leTE:J'IL

Manoj Kumar } g u

Reprint Date /
Jara: 08.03.2024

Reprint Date /
Jlarta: 08.03.2024

Reprint Date /
Hata: 08.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dkenpece (keTopornak) TabneTkH, JUCIEPrupyeMble B N0JI0CTH pTa, 10 Mr

Batch No / : V2400252 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002442072 Date of Analysis / : 08.03.2024
AHAJIHTHYECKHH 0T4eT No JdaTa ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
JaTa npou3BoAcTBa T'onen no

Analysis performed according ND / Ananuz nposenen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel or

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page S of 8/ C1p. S u3 8

8 Related impurities / PoacTBeHHBIE NpUMeCH

ketorolac 1-hydroxy analog /
1-runpoxcrananor

Below LOD (LOD = 0.0010 %) /
Hwxe npenena obuapyxenns (IO =

Not more than 0.5 % / He 6onee 0,5 %

KETOpOJIaKa 0.0010%)
ketorolac 1-keto analog/ 0.04 % Not more than 0.8 % / He Gonee 0,8 %
1-KeToaHanor KeTopoJiaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
e AMHHUYHas
HeneHTUQUUUpPOBaHHAS
npHMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceii

9 Water / Bopa 2.5% Not more than 7.0% w/w /

He 6oinee 7,0 %

10 | Residual solvents by GC/ OcTaTO4HbIC OPraHUYecKHe PaCTBOPHUTE/IN

Isopropyl alcohol /
Hsonponanon

12 pg/tab /
12 MKr B TabseTke

Not more than 350 pg/tab /
He 6onee 350 mkr B TabneTke

Remarks: The Product conforms to ND/

ITpumeuanue: [IpogyKT cOOTB

eTcTByeT Tpeboranusm HJL

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
[MoarotosneHo: Pravesh Rana

Checked by /
Ipoeepeno: Pardeep Kumar

<=

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyKOBOﬂTeﬂh
- /

Manoj Kumar a i!!

Reprint Date /
Jata: 08.03.2024

Reprint Date /
Jara: 08.03.2024

Reprint Date /
Jlara: 08.03.2024
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon®™ Dkenpecc (keToponak) TabieTky, AUcrneprupyeMble B MOJ0CTH pra, 10 Mr

Batch No / 1 V2400252 Batch Quantity / : 3600000 tab /
Cepusa Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002442072 Date of Analysis / : 08.03.2024
AHanuTHyeckHi oT4er Ne Jarta aHa1n3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTta mpou3BoacTBa Tonen no

Analysis performed according ND / Anann3s nposeaen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenune Nel ot

27.12.2021, namenenue Ne2 ot 11.11.2022)
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11 | Microbial enumeration tests / Mukpo0GuoJsioruyeckas yncrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6mee uncno He 6onee 1000 KOE/r
a’3pOOHBIX MHKPO-
OpraHM3MOR
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61uee He 6onee 100 KOE/r
YHCJIO IPOMOKEBBIX U
TUIECHEBBIX rpHOOB
c¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyTtcTBUE B 1 T
12 | Uniformity of dosage units / 4.7 Acceptance value (AV) not more than
OaHopoaHOCTD 15.0 / [IpuemouHoe 3Ha4eHue (AV) He
A03UPOBaHHUR 6onee 15,0.
13 Assay / KonuyecTBeHHOE 99 mg/9.9 mMr From 90mg to 11.0mg of
onpenejieHne (98.7 %) Ci1sH13NO3+C4H; NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
A0 1 1,0 Mr C15H13NO3'C4H] 1INOs
(ketoponaka tpometamuH) (ot 90,0 mo
110,0 % oT 3asBJI€HHOTO KOTU4YeCTBa) B
TabneTke
14 | Butylhydroxyanisole 0.0952 mg/tab / Not less than 0.042 mg/tab /
content / Conep:xxkanne 0.0952 mr B TabneTke He menee 0,042 mr B TabneTke
Oy THJITHAPOKCHMAHU3012
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
INpumeuanue: IlponykT coorBeTcTBYeT Tpeboanuam HJL 3akmroyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo; Pravesh Rana | [Mposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosgaurens
J Qf/ Manoj Kumar @&_ﬁ
-~ i (
Reprint Date / Reprint Date / Reprint Date /
JHata: 08.03.2024 Hara: 08.03.2024 Jara: 08.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopoa® Dkcnpecc (keToponak) TabieTky, Mcneprupyemsie B nojocty pra, 10 mr

Batch No / 1 V2400252 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6beM cepun 3600000 Tab
Analytical Report No / : 040002442072 Date of Analysis / : 08.03.2024
AnanuTuyecknii oTyer No HJaTta ananza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jara npou3BoAcTBa Tomen go

Analysis performed according ND / Anann3s nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, uamenenune Ne2 or 11.11.2022)
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15 | Package/ YnakoBka 10 tablets in a blister of | 10 tablets ina 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. / Ilo 10
information leaflet in a carton | Tabnerox B 6imcrepe n3 (ITA/AJI/TID ¢
pack. / Ilo 10 rabnerox B | Baaromornorturenem/IIIBII) ¢onbru /
onucrepe w3 ([NA/AJUTID ¢ | (TI3/AJI) doneru. [To 1 nin 2 6aucTepa
saronoraotutenem/T1IOBII) ¢ WHCTPYKLMEH no TMpPHMEHEHHIO B
toneru // ([13/AJ]) doneru. [lo | navxky KapTOHHYIO.
2 6nucTepa ¢ UHCTPYKLHMeEH Mo

NPUMEHEHUIO B nayKy
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootBercTauu ¢ H]

17 | Storage conditions/ Below 25 °C. / ITpu Temnepatype He Bblie 25 °C.

XpaHeHue

18 | Shelf life / Cpok roanocru 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 BLINYCKE JIEKAPCTBEHHOrO MpenapaTa KOHTPo/Ib KayecTBa no nokasarearo «Mukpobuoorudeckas
YHCTOTA» MPOBOANTCA AJs Kaxaoii 20-0if cepuu, HAU 118 OXHOMH CepUM B IO/, B 3aBUCUMOCTH OT TOr0, 4TO
HACTYIIMT paHbLUe.

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

Mpumeuanwue: [Tpoaykr cooTseTcTBYeT TpeboBaHusaM HJI 3akmiouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[Moarorosneno; Pravegh Rana | Iposepeno: Pardeep Kumar | Opno6peno: Menemxkep / Pykosoguresns
E f . Manoj Kumar “(m

Reprint Date / Reprint Date / Reprint Date /

Jata: 08.03.2024 Jlara: 08.03.2024 Jara: 08.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon® Dkenpece (ketoposiak) TabieTkH, JUCIEPrupyeMbI€ B TI0JI0OCTH pTa, 10 Mr

Batch No / : V2400252 Batch Quantity / : 3600000 tab /
Cepns Ne O6nem cepun 3600000 Tab
Analytical Report No / : 040002442072 Date of Analysis / : 08.03.2024
AHAaTUTHYECKH I 0TYeT No JMata ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jdarta npoussoacrsa T'open no

Analysis performed according ND / Ananu3 nposeaen mo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

27.12.2021, usmenenne Ne2 ot 11.11.2022)
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API name / Haumenopanue A®C: Ketorolac tromethamine / Keroponaxa
TPOMETaMUH

INN / MHH: Ketorolac / Ketoponak

APl manufacturer batch number /

Homep cepuu npouspoautens ADC: ABQHO006611

FP Manufacturer API Batch number /

Homep cepun cy6etanuuy npoussoautens [JID: FEQA00572

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

ITpouspoaurens ADC, crpaHa: I-p Pennu'c Jlabopatopuc JIta., Muaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [Ipoaykr coorseTcTByeT TpeboBanusm HJ 3axawyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Q{//, Manoj Kumar \hm

Reprint Date / Reprint Date / Reprint Date /
Jara: 08.03.2024 Hara: 08.03.2024 Jata: 08.03.2024

[MonrorosneHo: Pravesh Rana | Ilposepeno: Pardeep Kumar | Ono6peno: Menemxep / PykoBomurens
=




