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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Dr. Reddy's Laboratories Lid
Formulation Unit-6
Vill. Khol, Malagarh Road, Badd,

Tel : 491 98165 56001-02

v drraddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkcnpecc (ketoposiak) TabeTku, AUCHEprUpyeMbie B 1onocTh pra, 10 mr

AHaJluTHYecKHii oTyeT Ne

Batch No / 1 V2400409 Batch Quantity / : 3500000 tab /
Cepus Ne O0Bbem cepuu 3500000 Tab
Analytical Report No / : 040002475669 Date of Analysis / : 04.04.2024

Jara anaansa

Date of Manufacture /
JaTa mpousBoacTBA

: 03/2024

T'oaen g0

Date of Expiry /

+ 02/2026

Analysis performed according ND / Ananus nposenen no H/L:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nu3menenne Nel ot

27.12.2021, namenenune Ne2 or 11.11.2022)

Page1 of 8 /Crp. 1 u3 8

V®-cnextpodoTomeTpus

ketorolac

JI;I.O 0 Test / Iloka3zaTennb Results / Pe3yapTatst 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. / Kpyrnble, mnockue | Kpyrisle, nnockue TabneTku ¢ Gackoit,
TabneTkn ¢ (ackoif, CBETIO- | CBETIO-KENTOTO LBETA ¢ IPAaBUPOBKOI
KEJITOr0 IBETa C rPaBUPOBKOM | «l» Ha oaHOI CTOpOHE.
«l» Ha OJIHOM CTOpOHE.
2 Identification / [ToaniHHOCTB
Ketorolac / Kemoponax
a) ByUVv/ Complies / CooTBETCTBYET UV spectra of the test solution and

tromethamine standard

solution should have peaks at the same
wavelength (£ 2 nm). / Y®-criekTpsl
MOTJIOIIEHHS HCIBITYEMOTO PacTBOpa U
pacTBopa  cTaHAapTHoro  obpasua
KETOpONaka TpPOMETaMHHa  JOJIKHEI
HMETh MaKCUMYMBI ITpU OAHOM U TOH Xke
IUTMHE BOJHBI (£ 2 HM).

Remarks: The Product conforms to ND/
[Mpumeuanue: [poaykT coorsercTBYeT TpeboBanuam HI

Conclusion: APPROVED /
Zaxmouenne: OJOBPEHO

Jara: 04.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Rama kant Iporepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosgnurens
Maurya _ Manoj Kumar @Eﬁ/
- <
Reprint Date / Reprint Date / Reprint Date /

Hara: 04.04.2024

Jlarta: 04.04.2024

Rosictered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 509024, Telangana, India
Tal: £91 40 4900 2909, Fax: +81 46 4900 2999, Email: mail@drraddys.com
CIN: LRS195AP1984P1L.C0O0CA507

www.drreddys.com
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Dr. Reddy's Laboratories ttd
Formutlation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDtA

CERTIFICATE OF ANALYSIS Tel s +91 98166 56001-02

CEPTHOUKAT AHAJIN3A www drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poayxr: Keropon" Dkenpecc (ketoponak) TabieTky, AHCNEPrupyemsie B NOI0CTH pTa, 10 mMr

Batch No / : V2400409 Batch Quantity / : 3500000 tab /
Cepns Ne O6bem cepun 3500000 tab
Analytical Report No / : 040002475669 Date of Analysis / : 04.04.2024
AHANHTHYECKHH oTueT Ne Jara agaausa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaTa npon3BOJACTBA T'onen a0

Analysis performed according ND / Anain3 nposeJen mno HJ:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3smenenne Nel ot

27.12.2021, n3menenune Ne2 ot 11.11.2022)

Page2 of 8 /Crp. 2 u3 8

No
Ne

Test / IloxasaTe/b Results / PesynpTatst

Specification / Hopma

b) By HPLC / BOXKX

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  yAepUBaHUA
OCHOBHOTO IHKa Ha XpoMarorpamme
WCTILITYEMOrO ~ PacTeopa  HOJDKHO

COOTBETCTBOBATh BpeMeHH
yAepXXMBaHHS OCHOBHOTO THKa Ha
XpOMaTorpamMmme pacTeBopa
cranmapTHoro ofpasua KeTopoJiaka
TpoOMeTaMHHa (pazzen

«KonuuecTBeHHOE Ol'IpCIIeJ'[CHI/Ie»).

Remarks: The Product conforms to ND/
TIpumeuanwue: [Ipoaykr cooTseTcTByeT Tpeboanusm HI

Conclusion: APPROVED /
Zaxmouenune: OJOBPEHO

Prepared by /
IMoarorornedo: Rama kant

Checked by /
IMposepeno: Santosh Kumar

Maurya @_

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosoaureins

Manoj Kumar -

Ehd
Reprint Date /

Jara: 04.04.2024

Reprint Date /
Jlara: 04.04.2024

Reprint Date /
Hara: 04.04.2024

Resistere

d Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, ndia

Tol +91 40 4900 29C0, Fax: +91 40 4900 2999, Email: mail@drieddys.com
CIN: L85195AP1984PLCO0ASCT

www.drreddys.com




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

@& e
Dr- Reddy,S ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, i1.P, 173 205, INDiA
CERTIFICATE OF ANALYSIS [/ 9190100 5600002

CEPTA®HUKAT AHAJIM3A www.drreddys.com
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon™® Dkcnpecc (keToposak) TabneTku, AucHepripyeMbic B M0JIOCTH pTa, 10 Mr
Batch No / : V2400409 Batch Quantity / : 3500000 tab /
Cepus Ne Oo6nem ceprn 3500000 tab
Analytical Report No / : 040002475669 Date of Analysis / : 04.04.2024
AHaJHTHYECKHH oT4YeT Ne JlaTa ananusa
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JdaTa nponsBoAcTBa T'ogen no
Analysis performed according ND / Ananu3s nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel or
27.12.2021, namenenue Ne2 or 11.11.2022)
Page3of 8/ Crp. 3 m3 8
Jl;io Test / Iloka3zaTenb Results / Pe3ynbTaThl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoaHHHOCTD butylhydroxyanisole peaks on the
Gy THIrHAPOKCHAHH301 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 yaepXHBaHHA
NMUKOB  2-OyTHUITHOPOKCHAHM30NIA H
3-6yTHITHAPOKCHAHU30JIA Ha
XpoMaTorpamme UCIILITYEMOTO0
pacTBopa IODKHBI COOTBETCTBOBATH
BpeMeHaM  YIepXUWBaHUA  IHKOB
2-6yTHITHAPOKCHUAHU30]1a U
3-6yTHIPHIPOKCHAHU30JIa Ha
XpoMaTorpamme pacTBopa
CTAHIAPTHOTO obpasia
OyTHIrHIPOKCHAHU30IA (pazmen
«CogaepxaHue
OyTHITHIPOKCHAHH30IIA»).
4 Average weight / Cpeansin 70.0 mg / 70.0 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
mMacca OT167,2 Mr mo 72,8 mr (70,0 mr £ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanmsam HJT 3axkmrouenne: OJTJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Rama kant ITposepeno: Santosh Kumar | Onobpeno: Menemwkep / Pykosoaureins
@ﬂl ud\ Maurya Cg:_—*]_, Manoj Kumar .
pd
Reprint Date / Reprint Date / Reprint Date /
Hara: 04.04.2024 JHara: 04.04.2024 Jara: 04.04.2024
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2992, Email: mail@drreddys.com
CIN: L85195AP1984PLCODA507
www.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Di. Reddy's Laboratories L
Formulation Unit-6

vill. hol, Nalazarh Road, Baddii,

Disis. Solan, H.P, 173 205, IND 4

Tel:+91 98166 56001-02

CEPTHOHKAT AHAJIU3A

wenidrieddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Oxenpecc (keToposak) TabneTky, AMCIEPrupyeMbie B M0I0CTH pTa, 10 mr

Batch No / : V2400409 Batch Quantity / : 3500000 tab /
Cepus Ne O0Bem cepuH 3500000 Tab
Analytical Report No / : 040002475669 Date of Analysis / : 04.04.2024
AHANMTHYECKHH oTUeT No JlaTa aHaau3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaTa npon3BoacTBA Toxen xo

Analysis performed according ND / Ananus nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenne Nel ot
27.12.2021, nsmenenue Ne2 ot 11.11.2022)

Page4 of 8 /Crp. 4 u3 8

;I.o 0 Test / [TokasaTesb Results / Pe3ynbrathl 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 Ttabierox — He Oonmee = 10%
2/20 Tabnetok — He bonee = 20 %

5 Disintegration time / 00 min 28 sec / 00 MmuH 28 cek Not more than 3 min / He 6onee 3 mun
Pacnapaemocts

6 Dissolution / PacTBopeHne Unit-1/ Ta6n-1 102% Not less than 75% (Q) of

. Ci1sH;3NO3*C4sH11NO; (ketorolac
Unit-2 / Tabn-2 96% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 99% 75%  (Q)  CisHisNO3*C4H11NO;

. o (keTopoNiaka ~ TpOMETaMuH)  4Yepes3
Unit-4 / Tabn-4 99% 15 MuH
Unit-5 / Ta6n-5 100%

Unit-6 / Tabn-6 102%

7 Fineness of Dispersion/ Complies / CoOoTBETCTBYET A uniform suspension passing through a

JlucnepcHOCTh 710 pm sieve is formed. / ObpazyeTcs
OIHOPOJHAA CYCIEH3HA, NpOoXojsiuas
CKBO3b CUTO C pa3MepoM OTBEpCTHH
710 MxMm.

Remarks: The Product conforms

I[Tpumedyanue: [lponykr cooTsercTBYeT TpeboBannsam HJI

to ND/

Conclusion: APPROVED /
Zakmouyenune: OJOBPEHO

Prepared by /
INoaroroeneHo: Rama kant

A0

Checked by /
ITposepeno: Santosh Kumar
Maurya

-

Approved by: Manager/Executive /

Ono6peHo: Menemxep / Pykosoaurens

Manoj Kumar

Reprint Date /
Hara: 04.04.2024

Reprint Date /
Hata: 04.04.2024

Reprint Date /
Jata: 04.04.2024

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 5060034, Telangana, India
Tal: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys,com

wynw.drreddys.com

CIM: L8S185AP1924PLCO04507
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CERTIFICATE OF ANALYSIS 56 1-02
CEPTHOHKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMponykr: Keropon™ Dkenpece (keToponak) TabaeTky, AHCAEPrHpyEMbIE B JI0TOCTH PTa, 10 mMr

Batch No / : V2400409 Batch Quantity / : 3500000 tab /
Cepis Ne Qo6Bbem cepHn 3500000 Tab
Analytical Report No / : 040002475669 Date of Analysis / : 04.04.2024
AHanuTHYecKuil oTuer Ne Jara anajausa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaTa npon3BOACTBA Toxen no

Analysis performed according ND / Ananns nposegen no H/L:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, nzmenenue Ne2 ot 1

1.11.2022)

Page Sof 8/ Crp. Su3 8

8 Related impurities / PoacTeensbie npuMecH

1-ruApOKCHaHAIOT

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /
Hroxe npeaena oOHapyxenus (110 =

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

KeTopoJlaka 0.0010%)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-xeToaHayor KETOponaka 0.11 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIUHUYHAs
HeHIeHTUOULPOBaHHAsA 0.02 %
npHUMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CyMMa npumMecei

9 Water / Boga 24 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHuyecKue pacTBOpHTEIH

Isopropyl alcohol /
W3zonponanon

12 pg/tab /
12 MKT B TabneTke

Not more than 350 pg/tab /
He 6onee 350 MKI B TabJeTKe

Remarks: The Product conforms

to ND/

IMpumeuanue: [IpoayKT cooTBeTCTBYET TpebosanusaM HJ

Conclusion: APPROVED /
3arkmwuenne: OJOBPEHO

Prepared by /
IMoarorosie”o: Rama kant

Checked by /
[MposepeHo: Santgsh Kumar
Maurya

——

Approved by: Manager/Executive /
Onob6peno: Menemkep / PykoBoauTesis
Manoj Kumar :

g},;\c,tt\f
L /
Reprint Date /

Hata: 04.04.2024

Reprint Date /
Jara: 04.04.2024

Reprint Date /
Jara: 04.04.2024
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, IND1 A
Tol:+51 98166 56001-02

CEPTU®UKAT AHAJIM3A

v drredcyvs.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HMpoaykT: Kertopon" Dxenpece (keToposiak) TabjieTki, AHCTEPIHPYEMbIE B IONOCTH PTa, 10 mr

Batch No / : V2400409 Batch Quantity / : 3500000 tab /
Cepust Ne O0beM cepuit 3500000 Tab
Analytical Report No / : 040002475669 Date of Analysis / : 04.04.2024
AHAaTuTHYECKHI oTueT Ne Jara ananusa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaTa npou3BOACTBA T'onen mo

Analysis performed according ND / Ananus nposesen mo HJL:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot
27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page 6 of 8 / Crp. 6 m3 8

11 | Microbial enumeration tests / MukpoGHoIOrHyecKas Yucrora*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1ee 4ucio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHH#3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O61uee Menee 10 KOE/r He 6onee 100 KOE/T
YHCIIO JIPOAOKEBBIX U
IIECHEBEIX IpUOOB
c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OtcytcTByeTB 1T OtcyrctBue B 1 T
12 Uniformity of dosage units / 7.1 Acceptance value (AV) not more than
OaHopoaHOCTL 15.0 / [Tpuemounoe 3HadeHue (AV) He
A03UPOBaHHUS 6onee 15,0.
13 Assay / KonnyecTBennoe 9.8 mg/9.8 Mmr From 90mg to 11.0mg of
onpeaesieHHe (97.8 %) CisH1sNO3+C4H1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pils} 11,0 Mr C15H13NO3'C4H11NO3
(keToponaka tpomeramuH) (o1 90,0 fo
110,0 % OT 3asBJICHHOTO KOJIU4YECTRA) B
TabneTke
14 | Butylhydroxyanisole 0.0954 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanne 0.0954 mr B TabneTke He menee 0,042 Mr B Tabnerke
Gy THJCHAPOKCHAHH301a
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Tpumeuanne: [TpoxykT coorseTcTBYeT Tpebosanuam HJT Baxmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToAroToBiIEHO: Ra;na&lnt Iposepeno: Santosh Kumar | Omo6peno: Menemxep / PykoBoauTes
Maurya Manoj Kumar
Gl )
Reprint Date / Reprint Date / Reprint Date /
Jata: 04.04.2024 Hara: 04.04.2024 JlaTa: 04.04.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L35195AP1984PLCO0A507
wyaw.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon" Drenpecc (ketoponak) TabieTKH, AHCNEPTHPYEMBIC B 1010CTH PTa, 10 mr

Batch No / : V2400409 Batch Quantity / : 3500000 tab /

Cepliz Ne O0neM cepHH 3500000 Tab
Analytical Report No / : 040002475669 Date of Analysis / : 04.04.2024 ]
AHAJIATUHYECKHH oTUeT N2 JlaTa anajansza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026

Jlara npon3BoacTBa Tonen go

Analysis performed according ND / Ananns nposeaen no HJL:
JIIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

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
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnetok B
onucrepe w3 (ITA/AJI/TID ¢
praronornoturenem/T13BIT)
doneru // (II3/AJ1) doneru. Io
2 6nyctepa ¢ MHCTpYKUMEH M0
NpUMEHEHHIO B nayKky
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
tabnetok B 6muctepe 13 (IMMTA/AJIVIID ¢
paronornotuteneM/I1BIT) donsru //
(TI2/AJT) donbru. o 1 nnu 2 6aucTepa
C MHCTpYKLMeH TI0 TPUMEHEHHIO B
NayKy KapTOHHYIO.

16

Labeling / Mapkuposka

According to ND / B cootBetcTBuH ¢ HJI

17

Storage conditions /
XpaHenue

Below 25 °C. / Ilpu Temneparype He Boie 25 °C.

18

Shelf life / Cpok roasoctu

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 BbINYCKe J1IEKAPCTBEHHOT0 NMpPENapaTa KOHTPO/Ib Ka4ecTBa Mo MoKa3aTesiio «Muxkpobuoaoruyeckas

YHCTOTA» NIPOBOAUTCH AJIsl KaXA0N 20-0li cepuH, UM JUTsl OXHON CepHY B roll, B 33aBUCHUMOCTH OT TOr0, UTO
HACTYIINT paHbILE.

Remarks: The Product conforms to ND/
[Mpumeuanue: Ilpoaykt coorBeTcTBYeT Tpebopanuam HJI

Conclusion: APPROVED /
Zakmouenne: OJOBPEHO

Jara: 04.04.2024

Hara: 04.04.2024

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

[NoaroroeneHo: Rama kant IIpoeepeno: Santosh Kumar | Ono6peno: Menemxep / Pykosonutress
Maurya Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 04.04.2024

b Telangana, Indil

| e
b 14
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= mail@drieddys.com



Dr.Reddy’s €3¢ il g
CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkenpece (keroposyak) TableTku, AMCIEprupyeMBle B oJIocTH pra, 10 mr

Batch No / : V2400409 Batch Quantity / : 3500000 tab/
Cepus Ne O6BeM cepun 3500000 Tab
Analytical Report No / : 040002475669 Date of Analysis / : 04.04.2024
AHajuTHYecKHi oT4yeT No JlaTa aHaan3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
HaTa npon3BoacTea T'open no

Analysis performed according ND / Ananu3 nposenen mo HJ/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3ameHenne Nel or

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page 8 of 8 /Ctp. 8 m3 8

API name / HanmenoBanue A®C: Ketorolac tromethamine / Ketoponaka
TPOMETaMMH |
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /
Homep cepum npoussoaurens ADC: ABQHO06728
FP Manufacturer API Batch number /
Homep cepuu cy6cTtanunu npoussoautens [JID: FEQA00571
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponseoautenn ADC, cTtpana: J-p Pennu'c Jlaboparopuc JIta., Uaaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: [ponykr coorBercTByet TpebosanusM HJI S3aknouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: Rama kant IMTposepeno: Santosh Kumar | Onobpeno: Menenxep / Pykosoauresns
L d‘ _ Maurya ,C& Manoj Kumar :
; U
Reprint Date / ; Reprint Date / Reprint Date /
Hara: 04.04.2024 Jata: 04.04.2024 Jlata: 04.04.2024

Rogistared Office: §-3-337, foed Na. 3, Banjara Hills, Hyderabad - 560034, Telangana, India




