Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Lidl

CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcrnpece (keToponak) TableTKu, AMCIeprupyeMbie B MOJIOCTH pra, 10 Mr

Batch No / : V2400007 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepnu 3600000 tab
Analytical Report No / : 890001712151 Date of Analysis / : 16.01.2024
AHaMHTHYeCKHH oT4yeT No JlaTa anannza

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jara npou3BoJCcTBa I'onen no

Analysis performed according ND / Ananus nposeaen no HJL:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzamenenue Nel ot

27.12.2021, n3menenne Ne2 or 11.11.2022)

Page 1 of 8 /Ctp. 1 u3 8

2.:) Test / [loxa3zaresib Results / Pe3ynbraThl 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. / Kpyrnsle, mnockue | Kpyrmisle, riockue TabneTku ¢ Gpackot,
TabneTku ¢ (ackoi, CBETNIO- | CBETIO-KENTOro LBETa ¢ IPABUPOBKOIM
)KEJITOTO LBETa C TPaBUPOBKOM | «I» Ha OIHOM CTOpOHE.
«l» Ha omHOM cTOpOHE.

2 Identification / [TomuHHOCTH

Ketorolac / Kemopoaak

a) Byuv/
V®-cnektpodoTomeTpus

Complies / CooTBeTCTRYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / V®-cnekTpsl
TMIOTJIOIUEHHST MCIIBITYEMOTO PacTBopa U
pactBopa  craHpapTHoro  obpasua
KeTopoJiaka TpOMETaMHHA HTOJIKHBI
HUMETh MaKCUMYMBI IIPH OAHON U TOM ke
JUIMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanne: Ilpoayvkr cooreercTByet Tpedosanusn HJT

Conclusion: APPROVED /
3axmouyenne: OJOBPEHO

Prepared by /
IMoarorosneno: Ankit [A

L

P

Checked by / jf/
IIporepeHo: Pravesh Rana

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens
Amit Kumar

R
/A<‘,/
¥

Reprint Date /
Jara: 16.01.2024

Reprint Date /
Hara: 16.01.2024

Reprint Date /
Jata: 16.01.2024
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon®™ Dkenpecc (keroponak) TabneTku, qUcrieprupyeMele B MOJIOCTH pTa, 10 mr

Batch No / : V2400007 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001712151 Date of Analysis / : 16.01.2024
AHaJIHTHYECKHH oT4eT Ne Jara anaansa

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jlata nmpou3BoACTBa T'ogen no

Analysis performed according ND / Anasms nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3ameHenune Nel ot

27.12.2021, uamenenne Ne2 or 11.11.2022)

Page 2 of 8 /Ctp. 2 m3 8

No

No Test / IlokasaTeJb Results / Pe3ynbraTsl Specification / Hopma

b) By HPLC / B2XX 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 ynepxuBaHHs
OCHOBHOIO IIHMKa Ha XpOMarorpaMme
HCOBITYEMOrO  pacTBopa  AOJIKHO
COOTBETCTBOBATD BpEMEHU
YISpXKHUBAaHHMsA OCHOBHOTO TMHKAa Ha
XpoMarorpamme pacTBopa
CTaHAapTHOro ofpa3ia KeTopoJiaka
TpoOMeTaMHHa (pa3men
«KonuiecTBEHHOE OTNPENEeSIEHUEY).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanue: IIpogyKT COOTBETCTBYET Tpe6OBaHHﬂ¢)HJI_ 3akawuenune: OJOBPEHO
Prepared by / Checked by / I3 Approved by: Manager/Executive /
[Noarorosneno: Ankit I[Tposepeno: Pravesh Rana Opnobpeno: Menemxep / PykoBoauress
g :
2

Amit Kumar T
L N
/

Y

Reprint Date / Reprint Date / Reprint Date /
Jara: 16.01.2024 Jata: 16.01.2024 Jara: 16.01.2024
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CEPTUOPHNKAT AHAJIM3A

Wi, drredeys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxrt: Ketopon® Dkcrnpecc (ketoponak) TableTKH, AUCTIeprupyeMble B TOJIOCTH pTa, 10 Mr

Batch No / : V2400007 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuH 3600000 Tab
Analytical Report No / : 890001712151 Date of Analysis / : 16.01.2024
Anaaurnyeckuii oryer Ne JlaTa aHaqu3a

Date of Manufacture / : 12/2023 Date of Expiry / ¢ 1172025
JlaTa npoH3BOACTBA I'onen xo

Analysis performed according ND / Ananu3 nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or
27.12.2021, usmenenne No2 ot 11.11.2022)

Page 3 of 8/ Ctp. 3 m3 8

i‘? Test / [TokazaTens Results / Pe3ynpTathl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times  of  2-
Butylhydroxyanisole / . butylhydroxyanisole and 3-
IMoanuHHOCTL butylhydroxyanisole peaks on the
OYTHJITHIPOKCHAHU30JT 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 yAep>KUBaHUA
NUKOB  2-OyTUNTHAPOKCHAHU3OAA U
3-0y THITHAPOKCHAHHU30JIA Ha
XpoMaTorpaMme HCTILITYEMOTO
pacTBopa HOJDKHBI COOTBETCTBOBATb
BpeMeHaM yAEpKUBAHUA MTHKOB

2-0yTUITHAPOKCUAHU30J1a U
3-OyTHITHAPOKCHAaHU301a Ha
XpOoMaTOrpamMMe pacTBOpa
CTaH/apPTHOIO obpasua
OyTUnrHaApoKCHaHU30JIa (paznen
«Copnepxanue

OYTUITHIPOKCHAHH301a»).

4 Average weight / Cpeanss
macca

69.1 mg/ 69.1 mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 Mr 10 72,8 Mr (70,0 Mr + 4,0 %).

Remarks: The Product conforms

IMpumeuanue: [popykT coorsercrayeT TpeboBannay’H/1

to ND/

Conclusion: APPROVED /
3axiarouenne: OJJOBPEHO

Prepared by / Checked by / "_/ Approved by: Manager/Executive /
IMoarorosneno: Ankit [IpoBepeno: Pravesh Rana OnobpeHo: Menemxep / PykoBoaurens
Amit Kumar e
e
Reprint Date / Reprint Date / Reprint Date /
Hara: 16.01.2024 Hara: 16.01.2024 Jara: 16.01.2024
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpece (keToponak) TabneTkH, AUCIIEPrupyeMble B MOJIOCTH pra, 10 mMr

Batch No / : V2400007 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepun 3600000 Tab
Analytical Report No / : 890001712151 Date of Analysis / : 16.01.2024
AxamuTHyeckni oTueT No JlaTa anayin3a

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
JdaTta npon3BoacTea I'ogen no

Analysis performed according ND / Ananus nposegen nmo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, namenenne No2 ot 11.11.2022)

Page4 of 8 /Ctp. 4 u3 8

ioo Test / Iloka3saresb Results / Pe3ynbrats! Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
ORHOPOAHOCTE Macchl 2/20 tablets - not more than + 20 % /
18/20 Tabnerox — He Gomee + 10 %
2/20 tabnetok — He 6onee + 20 %
5 Disintegration time / 00 min 29 sec / 00 mun 29 cek Not more than 3 min / He 6onee 3 MuH
Pacnapaemocrnb
6 Dissolution / PacTBopenue Unit-1/ Tabn-1 96% Not less than 75% (Q) of
. CisH13NO3+C4H | INO3 (ketorolac
Unit-2 / Tabn-2 103% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 102% 75% (Q)  CisHisNO3*CsHiiNOs
. . (keToposiaka ~ TPOMETaMHH)  4Yepe3
Unit-4 / Tabn-4 102% 15 MuH
Unit-5 / Ta6n-5 98%
Unit-6 / Tabn-6 99%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JducnepcHocTh 710 pm sieve is formed. / O6pasyercs
OIHOPOJIHAS CYCHEH3Ms, NPOXOASIIAs
CKBO3b CHTO C DPa3sMEPOM OTBEPCTHH
710 MKM.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: IIpoaykT cooTBeTCTBYET TpEOOBAHUAM }QIII 3axmwouenne: OJOBPEHO
Prepared by / Checked by / ,{ﬁ/. Approved by: Manager/Executive /
IMoarororneno: Ankit ITporepeno: Pravesh Rana Opobpeno: Menemxep / Pykosoautesns
s Amit Kumar /AX Ce—
- —
Reprint Date / Reprint Date / Reprint Date / !
Jlata: 16.01.2024 Jara: 16.01.2024 Jlata: 16.01.2024

| O 7 Banjara Hills, Hyderalbag - S0U034, Telanga



Dr.Reddy’s ‘,‘:".

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcmnpece (keToposak) TabnerTky, AUCHEepripyeMble B IOJIOCTH pTa, 10 Mr

Batch No / : V2400007 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepun 3600000 Tab
Analytical Report No / : 890001712151 Date of Analysis / : 16.01.2024
AnanuTHYecKHH oTUeT No JlaTa aHaanza

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jara npoussoacrea I'onen xo

Analysis performed according ND / Anann3 nposeaen mo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue .N‘gl_ oT

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page Sof 8 /Ctp. Su3 8

8 Related impurities / PoacTBeHHbIe mpnMecH
ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6oxee 0,5 %
l-rugpoxcuananor Huxe npenena obHapyxenus (I10 =
KeTopoJaKa 0.0010%)
ketorolac 1-keto analog/ 0.05 % Not more than 0.8 % / He 6onee 0,8 %
1-keToaHanor KeTopoaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eINHIYHAs
HeHICHTHQUIMPOBAHHAS
HpHUMeCh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit

9 Water / Boaa 2.1 % Not more than 7.0% w/w /

He 6oiee 7,0 %

10 Residual solvents by GC/ OcTaTouHble OpraHuyecKHe pacTBOPUTEH
Isopropyl alcohol / 17 pg/tab / Not more than 350 pg/tab /
Hzonponaxon 17 mkr B Tabnerke He Gonee 350 Mxr B TabneTke

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

ITpumeuanne: IlponykT cooreercTByeT TpebopanusmyH | 3akmouenne: OJIOBPEHO

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

[Tonrorosneno: Ankit IIpoBepeno: Pravesﬁana OpobpeHo: Menemxkep / Pykopoaurens
: Amit Kumar -

Reprint Date / Reprint Date / Reprint Date /

Hara: 16.01.2024 Hara: 16.01.2024 Jara: 16.01.2024
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CERTIFICATE OF ANALYSIS

D, Reddy's Laberaieries Lig

Forrnulazion Unito

Yill. Kho!, Nalagarh Road, Bad 4,
solan, HLP, 172 205, IND1A

Q8166 5600102

CEPTHOPUKAT AHAJIU3A

www, drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpecc (keToponak) TabneTkH, AUCIEpripyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2400007 Batch Quantity / : 3600000 tab /
Cepus Ne Ob6bem cepuu 3600000 Tab
Analytical Report No / : 890001712151 Date of Analysis / : 16.01.2024
AHaJnTudeckHii oTger Ne Jara anannza

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
JaTta nponsBoacTBa I'open no

Analysis performed according ND / Ananu3 nposeaen mo HJ/I:

JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3amenenne Nel ot
27.12.2021, nzmenenne Ne2 or 11.11.2022)

Page 6 of 8 / Ctp. 6 u3 8

content / Conepxxanue 0.0983 mr B TabneTke

6yTHﬂFH}1pOKC"aHH30ﬂa

He menee 0,042 Mr B TabneTke

11 | Microbial enumeration tests / Mukxpo6uosiornueckasi Y¥McTora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6uee yucno He 6onee 1000 KOE/r
a’pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6uiee He 6onee 100 KOE/r
YUCIO IPOXOKEBBIX U
IIECHEBBIX IPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBHe B 1 T
12 Uniformity of dosage units / 5.5 Acceptance value (AV) not more than
OagHopoaHoOCTD 15.0 / Ilpuemounoe 3HaueHue (AV) He
03U POBAHMST dornee 15,0.
13 Assay / KoinuecreeHHOe 10.0 mg / 10.0 mr From 90mg to 11.0mg of
onpeaesieHue (100.1 %) CisHi3NO3+C4H1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi(e] 1 1,0 M C15H13NO3‘C4H11NO3
(xetoponaka TpometaMuH) (oT 90,0 mo
110,0 % oT 3asBNIEHHOTO KOJUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0983 mg/tab / Not less than 0.042 mg/tab /

Remarks: The Product conforms to ND/ ]
[Mpumeuanne: ITpoaykT cooTercTByeT Tpedosanusp HIT

Conclusion: APPROVED /
Zaxmouenue: OOBPEHO

Prepared by / Checked by / /L
IToarotorneno: Ankit & IIpoBepeno: Pravesh Rana

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykoronurens

Amit Kumar Q -
- /

Reprint Date /
Hara: 16.01.2024

Reprint Date /
Hata: 16.01.2024

Reprint Date /
Hara: 16.01.2024

24, Telangana, india

GNdE COM
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CERTIFICATE OF ANALYSIS 919 6001-0
CEPTUDUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Dkenpecc (keToposiak) TabneTKH, IUCIIEPrupyeMbI€ B ITOJIOCTH pTa, 10 mMr

Batch No / : V2400007 Batch Quantity / : 3600000 tab /
Cepusa Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001712151 Date of Analysis / : 16.01.2024
AHaJIuTHYECKHI oTyeT No Jara ananusa

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JaTa npon3BoaAcTBA Fonen no

Analysis performed according ND / Anann3 nposenen no H/;:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

27.12.2021, namenenne Ne2 or 11.11.2022)

Page 7 of 8/ C1p. 7 n3 8
15 | Package/ YnakoBka 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. / Ilo 10
information leaflet in a carton | Tabnetok B 6auctepe us (ITA/AJI/TID ¢
pack. / Ilo 10 Tabnerok B | Bmaromorsnotutenem/II13BII) doneru //
onucrepe u3  (ITA/AJVIID ¢ | (TIS/AJT) donsru. ITo 1 nam 2 6nuctepa
Bitaronorjorurenem/[12BIT) C HHCTpYKUMEH IO TNPHMEHEHUIO B
¢doneru // (II3/AJT) donbru. Ilo | mauky KapTOHHYIO.
2 6ndcTepa ¢ WHCTPYKILHEH Mo

NPUMEHEHUIO B avyKy
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootseTcTBuu ¢ HJ{

17 | Storage conditions / Below 25 °C. / Ilpu Temneparype He Bbiwite 25 °C.

XpaHeHnue

18 | Shelf life / Cpox rognoctu 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 BbINYCKE JIEKAPCTBEHHOr0 NpenapaTa KOHTPOJb Ka4ecTBa Mo nokasaTeo « VMnkpobnosoruueckas
YUCTOTA» MPOBOAUTCH AJIs1 Kaxkaoi 20-0if cepuu, HIH 151 OAHOMN cepUH B IOJ, B 3aBHCHMOCTH OT TOI'0, 4YTO

HACTYNHUT paHbIeE.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Tpumeuanne: [1poaykT cooTBeTcTBYET TpedoBaH bi| 3akmouenue: OJJOBPEHO
Prepared by / Checked by / )~ Approved by: Manager/Executive /

IToarororneno: Ankit /A . | [posepeno: Pravesh Rana Onobpeno: Menemxep / PykoBoaurens
L

Amit Kumar R
A« -

Reprint Date / Reprint Date / Reprint Date /
Hara: 16.01.2024 Hara: 16.01.2024 Jara: 16.01.2024
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Dr.Reddy’s ¢
CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkcnpece (keToponak) TableTky, AUCIEPrUpyeMEIe B TOJIOCTH pTa, 10 Mr

Batch No / : V2400007 Batch Quantity / : 3600000 tab /
Cepus Ne O0nem cepHH 3600000 Tab
Analytical Report No / : 890001712151 Date of Analysis / : 16.01.2024
AHaguTHdecKHi oTyeT No Jlara anajau3a

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
HdaTa npoH3BoACTBa T'onen no

Analysis performed according ND / Anann3 nposegen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenune Nel or

27.12.2021, namenenne Ne2 or 11.11.2022)

Page8of 8 /Crp.8 uz 8

API name / Haumenosanue A®C: Ketorolac tromethamine / Ketoponaka
TpPOMETaMHH

INN / MHH: Ketorolac / Keroponak

API manufacturer batch number /

Homep cepun npoussoaurens APC: ABQHO006488

FP Manufacturer API Batch number /

Howmep cepuu cy6cTanuun npoussoautens I'JID: FEQA00573

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

Ipoussoautenr A®C, crpana: J-p Pennu'c Jlaboparopuc Jita., Muaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanne: [Tponykr cootsercreyer Tpebopanusy H/JT 3axsouyenne: OJJIOBPEHO
Prepared by / Checked by / = Approved by: Manager/Executive /
[Monroroeneno: Ankit IIpoeepeHo: Pravesh Rana Onobpeno: Menemxep / PykoBoauresnb

Amit Kumar N
—

Reprint Date / Reprint Date / Reprint Date /
Jara: 16.01.2024 Jara: 16.01.2024 Jara: 16.01.2024




