Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOPHUKAT AHAJIM3A

Dr. Reddy's Lahoratories [td,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

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

Ipoaykr: Ketopon® Dkcnpecc (keToposiak) TabneTku, AMCIeprupyemsle B MoJaocTu pTa, 10 mr

Batch No / : V2400850 Batch Quantity / : 3600000 tab /
Cepnsa Ne Ob6beM cepHH 3600000 Tab
Analytical Report No / : 040002531299 Date of Analysis / : 23.05.2024
AHaJuTHYeCKHi oTyeT Ne Jara ananusa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JaTa npou3soacTBa I'onen 10

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

Page10of8/Crp. 1 u3 8

No

Test / [TokaszaTenn
Ne

Results / Pe3ynbraTel

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrabele, nnockue
TabneTku c Qackoi, CBeTIO-
HKENTOTO LiBETa C IPaBUPOBKOI
«I» Ha ofHO CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side, /
Kpyraste, miockue TabaeTku ¢ Gackoi,
CBETJIO-KENTOr0 LBETa ¢ rPaBUPOBKOM
«l» Ha OHOM CTOpOHE.

2 Identification / [ToanuHHOCTH

Ketorolac / Kemoponak

a) Byuv/
Y®-cnexTpodoromeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (& 2 nm). / VY®-cniekTpsl
MOTJIOLICHHMS HCTIBITYEMOTO PacTBOpa U
pacTBopa  CTaHAapTHoOro  obpasia
KETOposaka TpOMETaMHHA  JOJIKHBI
HMETh MAaKCUMYMBI ITPH OJHOM U TOM ke
JUTWHE BOJIHEI (£ 2 HM).

Conclusion: APPROVED /
3akarwuenne: OJOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurenb
Manoj Kumar

Remarks: The Product conforms to ND/

[Ipumeuanue: [Ipoaykt coorBeTcTBYET Tpebopauusam HJL
Prepared by / Checked by /
IToaroroeneno: Rama Kant [TpoBepeno: Pardeep Kumar

XS T

Reprint Date / Reprint Date /
Jara: 23.05.2024 Jlarta: 23.05.2024

Registered Officer 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tek +21 4048060 2900, Fax: +91 40 4200 2999, Emiail: maill@drreddys.com
CIN: LS5195AP1984PLC004507
wwwdireddys.com

Reprint Date /
Hara: 23.05.2024




Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon® Dkenpecc (keToposak) TabneTky, AUCIEPrupyembie B MOJI0CTH pTa, 10 mr

Batch No / : V2400850 Batch Quantity / : 3600000 tab /
Cepusi Ne O0beM cepun 3600000 Tab
Analytical Report No / : 040002531299 Date of Analysis / : 23.05.2024
ApanuTHiecKuii oTuer Ne JlaTa anausa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JaTa npoH3BOACTBA I'onen no

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

Page2 of 8/ Crp. 2 u3 8

No

Test / [loka3aTenb
Ne

Results / Pe3ynbTatsl

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). / Bpems ynepxuBaHuA
OCHOBHOTO IHKa Ha XpOMarorpamme
UCIBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpEMEHH
yOEp)KWBaHHA OCHOBHOTO MHMKa Ha
XpoMaTorpaMme pacTBOpa
CTaHIapTHOTO KETopoJiaka
TpoMeTaMHHa (paznen
«KoynyecTBEHHOE OnpeieNieHUE).

obpasua

Remarks: The Product conforms to ND/
Ipumevanue: [IpogykT cooTBeTcTBYeT Tpeboanusm HJI

Conclusion: APPROVED /
3akmawuenne: OJJOBPEHO

Prepared by /
IMToxnrorosieso: Rama Kant

pd

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoguTesnb
Manoj Kumar

Reprint Date / \
Hara: 23.05.2024

Reprint Date /
IMara: 23.05.2024

Reprint Date /
Jara: 23.05.2024

Registerad Office* 8-2-327, Road No. 2, Banjara Hills, Hyderabad - 500024, Telangana, India
Teb: +01 40 55C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.ccm

CIN: L35195AP1984PLC0D4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

e Iz Loyt b= w = X
Dr Ready's Laboratoriss Lid,

/1

Formulation Unii-6

Yill. Khol, Nalagarh Rosd, Bacidj,
Disit. Solan, H.P, 173 205, INDIA
Tel 0 +91 98156 56001-02

woLdireddys.com

CEPTUOPHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dkcnpece (keToposak) TableTku, AUCIeprupyeMble B oJocTH pTa, 10 Mr

a

Hponyxr: Ketopon

Batch No / : V2400850 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepuH 3600000 Tab
Analytical Report No / : 040002531299 Date of Analysis / 1 23.05.2024
AHanuTHyeckuif oTyer Ne JlaTa anajansa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jarta npon3BoicTsa I'ogen no

Analysis performed according ND / Anann3s nposeaen no HJ/L:
JIIE-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3of 8 /Crp.3 u3 8

No

Test / ITokazaTennb
Ne

Results / Pe3ynbTaThl

Specification / Hopma

3 Identification
Butylhydroxyanisole /
I[MoanuHHOCTH

Oy THJITHAPOKCHAHU30.1

Complies / CooTBeTCTBYET

The  retention  times  of  2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the

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)KMBaHUA
NMKOB  2-OyTHITHAPOKCHAHM3ONA U

3-OyTunrugpoxcuaHu3oa Ha
XpoMaTorpamme UCTILITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATh
BpeMeHaM yAepKHUBaHUA MIHKOB
2-0y TUNTHUAPOKCHAHU30J1a "
3-6y TUNTUAPOKCHAHK30Ia Ha
XpoMmarorpamme pacTBopa
CTaHIapTHOTO obpasua
Oy TUITHAPOKCHAHH301a (pazmen
«CopnepxaHue

OYTUIrHIPOKCUAHU301a»).

4 Average weight / Cpeanss
macca

68.4 mg / 68.4 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 to ND/
Ipumeuanue: [Iponykt coorBercTByeT TpeboBanuam HJI

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Rama Kant ITposepeno: Pardeep Kumar | OnobpeHo: Menemxep / PykoBoaurens
i:b,‘d/' Ci——"— Manoj Kumar
Reprint Date / ' Reprint Date / - Reprint Date /
Jara: 23.05.2024 Jara: 23.05.2024 Jlara: 23.05.2024
Registarad Offica: 5- 5, Hyderabad - 500024, Tzlangana, India
Telr 81 a0 ) 2009, Eraail: mail@direddys.cam

iPLCODAS0Y

reaadys.cem




Dr.Reddy’s ‘%.'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories !td.
Formulation Unit-6

Vill. Khol, MNalagarh Road, Baddi,
Distt. Sclan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUPHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponykr: Keropon® Dkcnpece (keToposak) TabeTky, AMCTIEprHpyeMbie B MOA0CTH pra, 10 mr

Batch No / : V2400850 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepun 3600000 tab
Analytical Report No / : 040002531299 Date of Analysis / : 23.05.2024
AHaJuTHYECKHH oTyer Ne Jata ananunsa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JlaTa npou3Boacrsa TI'ogen oo

Analysis performed according ND / Anaan3s nposeaen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4 of 8 /Crp.4 u3 8

Jl:)o Test / [TokazaTennb Results / Pe3ynbratel 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 Tabnetox — He Gonee + 10 %
2/20 tabnetok — He 6onee = 20 %

5 Disintegration time / 00 min 18 sec / 00 muH 18 cex Not more than 3 min / He 6onee 3 MuH
Pacnmagaemocthb

6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 101% Not less than 75% (Q) of

. C15H13NO3°C4H 1NO;3 (ketorolac
Unit-2 / Tabn-2 100% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 99% 75% (Q)  CisHisNO3*C4H; 1 NO;

. (xeToponaka  TpOMETaMHH)  depes
Unit-4 / Tabn-4 104% 15 MuH
Unit-5 / Tabn-5 103%

Unit-6 / Tabn-6 103%

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

JucnepcHocTh 710 pm sieve is formed. / O6pazyeTes
OHOpPOIHAs CYCHEH3MsA, NpoXoAdmasd
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MKM.

Remarks: The Product conforms

IMpumeuanue: ITpoaykT cooTBeTcTBYET TpeboanmsM H]

to ND/

Conclusion: APPROVED /
3akarwyenne: OJOBPEHO

Prepared by /
ITonrorosieHo: Rama Kant

Checked by /
[poeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoaurenb
Manoj Kumar

Reprint Date /
Jlara: 23.05.2024

Reprint Date /

Hara: 23.05.2024

Reprint Date /
Hata: 23.05.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: #9140 4960 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: 1L.85195AP1984PLCO04507
www.direddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keToposak) TabneTky, IMCeprupyeMsic B oiocTH pra, 10 mr

Batch No / : V2400850 Batch Quantity / :+ 3600000 tab /
Cepus Ne Oo6bem cepun 3600000 Tab
Analytical Report No / : 040002531299 Date of Analysis / : 23.05.2024
AnauTHyeckuit oruer Ne JlaTa ananusa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jara npoussoacTrsa I'ozen no

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

PageSof8/Crp. Su3 8

8 Related impurities / Poacreennblie npumecu

ketorolac 1-hydroxy analog /
1-ruapokcuaHaor
KEeTOpoJaKa

ketorolac 1-keto analog/

Below LOQ (LOQ = 0.0032 %) /
Huke npenena KOJKH4eCTBEHHOTO
onpenenenus (ITKO = 0.0032 %)

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

Not more than 0.8 % / He 6onee 0,8 %

1-keToaHanor xeTopoiaka 0.04%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eAMHWYIHAS
HenIeHTUGUIUPOBAHHAS 0.02 %
NpUMeECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMma npumeceit
9 Water / Bopa 3.6% Not more than 7.0% w/w /

He 6osiee 7,0 %

10 | Residual solvents by GC/ OcTaTouHbie OpraHHYecKHe pacTBOPUTEH

Isopropyl alcohol /
H3zonponanon

6 pg/tab/
6 MKI" B TaOJIETKe

Not more than 350 pg/tab /
He 6ostee 350 MKr B TabJsieTke

Remarks: The Product conforms to ND/
ITpumeuanue: [Ipoaykr cootBeTcTBYET TpeboBanmsm HJ{

Conclusion: APPROVED /
3axiarwuenue: OJOBPEHO

Prepared by /
IMToarorosneno: Rama Kant

Checked by /
ITpoeepeHo: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTelib
Manoj Kumar

Reprint Date /
Jara: 23.05.2024

Reprint Date /
MHara: 23.05.2024

Reprint Date /
Jlata: 23.05.2024

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabac - 500034, Telangana, India
Tal: +91 40 1560 2900, Fax: +91 40 £900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0ASCGT
wwndrreddys.com




Dr. Reddy's Laboratories Ltd.
. ‘.... Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
DI’. Reddy S » Distt. Solan, H.P, 173 205, INDIA
Tel 1 +91 98166 56001-02
CERTIFICATE OF ANALYSIS wwyy.drreddys.com
CEPTHOPHKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropon®™ Dkenpecc (ketoponak) TabaeTkH, AUCIEprupyeMble B NOJIOCTH pTa, 10 Mr

Batch No / : V2400850 Batch Quantity / : 3600000 tab /
Cepus Ne Oo0beM cepun 3600000 Tab
Analytical Report No / : 040002531299 Date of Analysis / : 23.05.2024
AHaIHTHYECKHH 0T4yeT No JlaTa aHa;in3a

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jdata npousBoacrea I'ogen xo

Analysis performed according ND / Ananu3s nposeaen no H/:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8 /Crp. 6 u3 8

11 Microbial enumeration tests / Mukpo6uosiornueckast yucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuuee yucno He 6onee 1000 KOE/r
adpOOHBIX MUKPO-

OpraHU3MOB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6ee He 6onee 100 KOE/r

YHCIIO JPOXIKEBBIX H
TUIECHEBBIX IPHOOB

¢} Escherichia Coli NA Shell be absent in 1 gram /
OrcyrcTBUE B 1 T
12 Uniformity of dosage units / 9.2 Acceptance value (AV) not more than
OIHOPOAHOCTH 15.0 / TlpuemMouHoe 3HayeHue (AV) He
03U POBAHHUS 6omee 15,0.
13 | Assay/KoanyecTBeHHOe 10.1 mg/ 10.1 mr From 90mg to 11.0mg of
ompeaesieHue (100.5 %) C1sH13NO3*C4H 1NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
a0 1 1,0 M C15H13NO3°C4H11N03
(xetoponaka TpoMeramus) (oT 90,0 no
110,0 % OT 3asIBJIEHHOTO KOJIHUECTRBA) B

TabneTke
14 | Butylhydroxyanisole 0.0908 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0908 mr B Tabnetke He menee 0,042 mr B TabneTke
Oy THJIrMAPOKCHAHU30J12
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: [Ipogykr cooTBeTcTBYET TpeboBaHusaM HJL 3akaruenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarortosneno: Rama Kant [Tposepeno: Pardeep Kumar | OnobpeHo: Menemxep / PykoBoauTes
Myg/ f Manoj Kumar
Reprint Date / = Reprint Date / Reprint Date /
Hara: 23.05.2024 Hara: 23.05.2024 Hara: 23.05.2024

Registered Officer 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 10 €00 2900, Fax: +61 40 4960 2929, Email: mail@drreddys.com
CIN: LES195AP1984PLCO0AS07
wyw drreddys.com




Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

e
Dr. Reddy’s q-... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Keropon®™ Dxcnpece (keToponak) TabNeTKu, ANCMEPrHpyeMbI€ B TI0JIOCTH pTa, 10 mr

Batch No / : V2400850 Batch Quantity / : 3600000 tab /
Cepnst Ne O0bem cepuu 3600000 Tab
Analytical Report No / : 040002531299 Date of Analysis / 1 23.05.2024
AHaauTH4YecKni oTuer Ne Jara anaumsza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JaTa npoH3BOACTBA I'ogen no

Analysis performed according ND / Anann3 nposenen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 70of 8/ Ctp. 7 u3 8
15 | Package/ Ynakopka 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 | Ta6nerok B Gauctepe u3 ([TA/AJI/TID ¢
pack. / Tlo 10 Ta6nerok B | Brnaromornotutenem/II3BII) doneru //
Gnucrepe w3z (TTA/AJI/IID ¢ | (IID/AJ]) donsru. o 1 unu 2 61ucrepa
Braronornoturesnem/I13BIT) C HUHCTPYKUMEH [0 TPUMEHEHHIO B
¢doneru // (II/AJT) donbru. Ilo | mayky KapTOHHYIO.
2 6naucrepa ¢ MHCTPYKLHUEH 10

PUMEHEHHUIO B nayKy
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootBerctBus ¢ H/{

17 | Storage conditions / Below 25 °C. / Ilpu TeMneparype He Bblie 25 °C.

XpaHeuue

18 Shelf life / Cpox roanocTu 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.

* TIpu BblIyCKe JIEKaPCTBEHHOIO NMpenapaTa KOHTPOJIb Ka4ecTBa 110 noka3aTeno «Mukpobnonoruyeckast
YHCTOTA» MPOBOAUTCS AJIsl Kaskaoii 20-0ii cepuu, HIIM AJISt OAHOH CEPHH B rol, B 3aBUCHMOCTH OT TOr0, 4TO
HACTYIUT paHblie.

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

ITpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBanuamM HJL 3akmouenue: OJOBPEHO

Propared by / Cheolced by / Approved by: Manager/Executive /

IToarorosneno: Rama Kant [Tposepeno: Pardeep Kumar | Omobpeno: Menemxep / PykoBoauTens
M c:ﬂ.,-; Manoj Kumar

Reprint Date / ‘ Reprint Date / Reprint Date /

Hara: 23.05.2024 Hara: 23.05.2024 Hara: 23.05.2024

Registered Officer 8-2-337, Road No. 3, Banjara Hills, Hyderabag - 500034, Telangana, India
Tel: +01 40 4200 2900, Fax: +91 40 4900 2929, Email: mail@drraddys.com
CIN: L351954P1984PLCO0ASCT
wwvavdrreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Selan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS errurrreddys.com

CEPTUO®UKAT AHAJIM3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon™ Dkcnpece (keTopoiak) TabaeTku, IMcneprupyeMbie B OJIOCTH pTa, 10 mr

Batch No / : V2400850 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepuu 3600000 Tab
Analytical Report No / : 040002531299 Date of Analysis / : 23.05.2024
AnaamTHyecKuii oTyer Ne JlaTa aHAJIH32

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JlaTa npoH3BOACTBA I'onen xo

Analysis performed according ND / Anann3 nposeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8/ Ctp. 8 m3 8
API name / Haumenoanue A®C: Ketorolac tromethamine / Ketoponaka
TPOMETaMUH
INN/ MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABRHO01513
Howmep cepun npoussoautens AOC:
FP Manufacturer API Batch number / FERA00143
Homep cepun cy6eranuuu npouspoautess I'JID:
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India /
INpousBoautens, A®C, cTpana: JI-p Pennu'c Jlabopatopuc Jita., Uuous

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanne: [TponykT cootBercTRyeT TpeboBanusm HJL 3axkmouenune: OJJOGPEHO
Dreparod by / Choolcad hy / Approved by: Manager/Executive /
[Toarorosnexno: Rama Kant I[Tposepeno: Pardeep Kumar | Ono6peHo: MeHemxkep / PykoBoaHTENb
Manoj Kumar

o -
Reprint Date / ! Reprint Date / Reprint Date /
Hara: 23.05.2024 Jara: 23.05.2024 Jlara: 23.05.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: 491 30 4190C 2900, Fax: +91 40 4960 2999, Email: mail@direddys.com
CIN: L851954P1984PLCO0ASGT
wwydrreddys.com




