Dr.Reddy’s ‘%.’

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keroposak) TabNeTKH, IUCIeprupyeMBble B MOJIOCTH pTa, 10 Mr

Batch No / : V2400644 Batch Quantity / : 3600000 tab /
Cepust Ne O6beM cepun 3600000 Tab
Analytical Report No / : 040002504634 Date of Analysis / : 30.04.2024
AnanaTuyeckuii oTuer Ne JlaTa anajn3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
dara npounssoacrsa T'oden Ao

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

Page 1 of 8/ Crp.1mu3 8

No

Test / IToxa3zaTeb
Ne

Results / Pe3ynbpTaTst

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnele, rulockuC

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrisie, miockie TabneTiu ¢ Gpackoii,

CBETJIO-XKENTOTO LiBETa C I'PaBUPOBKON
«|» Ha OJIHOH CTOpOHE.

TabneTku ¢ ¢ackoil, cBeTIO-
XKEJNTOro IBeTa ¢ IpaBUPOBKOM
«l» Ha OTHOM CTOpOHE.

2 Identification / [TogIMHHOCTE

Ketorolac / Kemoponak

a) Byuv/
V®-cnexTpooToOMeTpHs

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / VY®-cnekTpsl
MOTJIOLIEH s UCITBITYEMOTO PacTBOpa U
pacTBopa  cTaHmapTHoro  ofpasua
KETOpOJaka TPOMETaMHHA  HOJDKHBI
VMETh MaKCHUMYMBI [IPU OJHOM U TOM e
JUTHHE BOJHHI (£ 2 HM).

Complies / COOTBETCTRYET

Conclusion: APPROVED /
ZaxiaroucHuc: OJOBPEHO

Remarks: The Product conforms to ND/
INpumcuanuc: IIpogykT cooTBeTeTBYCT Tpebopanmsam HJI

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Santolec‘ IMpoeepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykosoguresb
Kumar Maurya E Amit Kumar N

Reprint Date / Reprint Date / Reprint Date / )

Jara: 30.04.2024 Jara: 30.04.2024 JHara: 30.04.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 560034, Teiangana, indiz
Tet. +G1 40 4900 2900, Fax: +91 4C 4900 2998, Email: maii@drrzddys.com
CIN: L85135AP1984PLCO04507
www.direddvs.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

CEPTHOPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (keroposiak) TabneTky, Mceprupyemble B MoocTu pra, 10 Mr

Batch No / : V2400644 Batch Quantity / : 3600000 tab /
Cepust Ne O61eM cepun 3600000 Tab
Analytical Report No / : 040002504634 Date of Analysis / : 30.04.2024
AunanuTHyecknii oTuer Ne Jara ananusa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jdara npounssoacrsa 1oaen a0

Analysis performed according ND / Ananus nposegen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8/ C1p. 2 n3 8

No

Test / Iloka3aTennb
Ne

Results / Pe3ynbratel

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). / BpeMs ynepxuBaHuA
OCHOBHOTO THKa Ha XpoMaTorpamme
HCOBITYEMOIO  PacTBOpa  AOJDKHO
COOTBETCTBOBATD BpEMEHH
YOEPXKUBAHWSA OCHOBHOTO THKa Ha
XpoMarorpamme pacTBoOpa
CTaHJapTHOTO KETOpoJiaka
TpOMETaMHHa (pa3nen
«KOJIMYeCTBEHHOE OPEACIICHUEY).

obpasua

Remarks: The Product conforms to ND/
ITpumeuanue: [IponykT cootBercTByeT TpeboBanusm HJI

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Jara: 30.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Santosh IMposepeno: Pardeep Kumar | Ono6peHo: Menemxkep / Pykosoaureins
Kumar Maurya | & A Amit Kumar T—
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.04.2024

JlaTa: 30.04.2024

Registered Qffice: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangzna, india
Tei. +61 40 4900 2900, Fax: +41 40 4900 2999, Email: maii@drieddys.com

CIN: L85195AP1984PLC004507
www.drrecddvs.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpece (keTopoiak) TabeTky, AvcIeprupyemsle B noaoctu pra, 10 mr

Batch No / : V2400644 Batch Quantity / : 3600000 tab /
Cepusn Ne O0Bem cepun 3600000 Tab
Analytical Report No / : 040002504634 Date of Analysis / : 30.04.2024
AnaauTnyeckuii oTyer Ne JlaTa anajn3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa npoH3BOACTBA T'open no

Analysis performed according ND / Anann3 nposeaen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 3 of 8/ Crp. 3 u3 8

Jl:)o Test / IloxasaTenn Results / PesyabraTsl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IopmiMHHOCTD butylhydroxyanisole pcaks on the
OYTHIrHAPOKCHAHH301 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 yn#epXuBaHHA
[UKOB  2-OyTHITHOPOKCHAHH30JIA |
3-6yTWITHAPOKCHAHN301a Ha
XpoMmarorpaMme UCIIBITYEMOTO
pacTBOpa JMO/KHBI COOTBETCTBOBAThH
BpEMEHaM  YAepXHUBaHUA MTHKOB
2-0y TIWITHAPOKCHAHHU30Ma u
3-6yTUArHAPOKCHAHN30JIa Ha
XpoMaTorpamme pacTBopa
CTaHAAPTHOTO obpa3ua
OYTUITHIPOKCHAHU30J1a (paznmen
«CopnepxaHnue
OYTHITHAPOKCHAHU30Ta»).
4 Average weight / Cpeqnsis 68.8 mg / 68.8 Mmr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
Macca Ot167,2Mmr mo 72,8 Mr (70,0 Mr +4,0 %).

Remarks: The Product conforms

IMprmcuanne: HpogykT cootserersyer Tpobosammam T

to ND/

Conclusion: APPROVED /
Jaxmoucnue: OJIOLIEIIO

Prepared by / Checked by / Approved by: Manager/Executive /
[Noprorosnexo: Santosh IMposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoautens
Kumar Maurya A t ) Amit Kumar ;

Reprint Date / Reprint Date / Reprint Date /

JlaTa: 30.04.2024 Jlarta: 30.04.2024 Jlata: 30.04.2024

Registered Qffice: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, india
Tel. +G1 40 4900 2960, Fax: +91 40 4300 2929, Email: maii@drreddys.com
CIM: L85195AP19S4PLCO04507

www.drreddvs.com




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

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

Dr.Reddy’s Q'!-

CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02Z
CEPTHONKAT AHAJIH3A ~ WWw.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Okenpecc (keToponak) TabaeTkH, JUCIeprupyemele B IOJIOCTH pTa, 10 Mr

Batch No / : V2400644 Batch Quantity / : 3600000 tab /
Cepus Ne Ob6bem cepun 3600000 Tab
Analytical Report No / : 040002504634 Date of Analysis / : 30.04.2024
AHaJuTHYeCKHI oTyer Ne JlaTta ananu3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa mpoM3BOACTBA Tomen no

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

Page4 of 8/ C1p. 4 u3 8

Jl:)o Test / IlokazaTens Results / Pe3ynbTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than = 10 %
OAHOPOAHOCTHL MacChl 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He 6Gomee L 10 %
2/20 tabaerok — He 6onee + 20 %

5 Disintegration time / 00 min 15 sec / 00 muH 15 cek Not more than 3 min / He 6onee 3 mun
Pacnagaemocthb

6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 100% Not less than 75% (Q) of

. Ci15sHi3NO3*C4H 1 1NO3 (ketorolac
Unit-2 / Ta6n-2 96% tromethamine) in 15 min / He meHee
Unit-3 / Ta61-3 97% 5% (Q  CisHisNOs*C4H11NO;3

. . (keToposiaka ~ TPOMETaMMH)  dYepes
Unit-4 / Tabn-4 97% 15 MuH
Unit-5 / Tabn-5 102%

Unit-6 / Ta61-6 101%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JncnepcHOCTh 710 um sieve is formed. / Obpa3yetcs
ONHOPOIHAS CYCIIEH3Us, MPOXOIAINas
CKBO3b CHTO C pa3MepoM OTBEPCTHI
710 MKM.
8 Related impurities / PoacTBeHHb1e mpumecu

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

[Tpumevanue: Ilponykt cootBeTcTBYeT Tpeboanuam HJI 3axmoyenne: QJJOBPEHO

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

IMoaroTosneno: Santosh E IMposepeno: Pardeep Kumar | Omo6peno: Menemxep / PykoBoauTtesb

Kumar Maurya s : Amit Kumar N\ 10—

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.04.2024 Hata: 30.04.2024 Jata: 30.04.2024

Registered Cffice: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tl +81 40 4900 2900, Fox: +91 4C 4300 2998, Email: maii@drreddys.com
CIM: L.B5195AP19S4FLC004507
wwvydireddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxkt: Keropon® Dkcnpecc (keToposak) TableTkH, JUCHeprupyemMele B oJaoCTH pTa, 10 Mr

Batch No / : V2400644 Batch Quantity / : 3600000 tab /
Cepus Ne O61bem cepun 3600000 Tab
Analytical Report No / : 040002504634 Date of Analysis / : 30.04.2024
AHanuTHYeCKHI oTyeT Ne JMara anaanza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa npoH3BOJACTBA Tonen go

Analysis performed according ND / Anann3 nposenen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page S of 8 /Crp. Su3 8

ketorolac 1-hydroxy analog /
1-ruppoxcuaHanor
KeTopoJiaka

Below LOQ (LOQ = 0.0032 %) /
Huxe npeacna KOJIM4YECTBCHHOI O
onpenenenus (IIKO = 0.0032 %)

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

ketorolac 1-keto analog/

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

1-xeToaHanor KeToposiaka 0.09 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIMHHYHAsA
HeHIEeHTH(UIMPOBAHHAS 0.03 %
MPUMEChH
Total impurities / 0.2 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit
9 Water / Boaa 23% Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTouHble opraHuyecKkue pacTBOPUTENTH

Isopropyl alcohol /
Uzomnpomnanon

10 pg/tab/
10 Mkr B Tabnerke

Not more than 350 pg/tab /
He 6oinee 350 Mxr B TablieTKe

Remarks: The Product conforms to ND/
ITpumewande: [poaykr coorneTcTnyeT Tpebonamuam HJ

Conclusion: APPROVED /
3armoucune: OOBPEHOQ

Jara: 30.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorosneno: Santosh [Mposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoaurens
Kumar Maurya Q&f Amit Kumar e

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.04.2024

Jara: 30.04.2024

Registered Office: 8-2-237, Road No. 3, Panjara Hills, Hyderabad - 560034, Telangang, india
Tel. +G1 40 4900 2800, Fax: +41 4C 4300 2999, Email: maii@drreddys.com
CIM: L85135AP19S4PLCO04507

www.drrecdvs.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, IND!A
Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropon® Dkcnpecc (ketoponak) Tab1eTku, AMCeprupyembie B Nonoct pra, 10 mr

Batch No / : V2400644 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002504634 Date of Analysis / : 30.04.2024
AuaJIUTHYECKHH oTyer Ne JlaTa anaiusa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jlara npoH3BOACTBa ToaeH po

Analysis performed according ND / Ananu3s nposenen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ Crp. 6 m3 8

11 | Microbial enumeration tests / Mukpo6uosoruueckas 4ucrora®
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6Luee 4ucno He 6onee 1000 KOE/r
a3poOHBIX MHKPO-
OpraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1mee He 6onee 100 KOE/r
YHCIIO IPOAOKEBBIX U
IUIECHEBBIX IPUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBUEe B 1 T
12 Uniformity of dosage units / 4.4 Acceptance value (AV) not more than
OJHOpPOAHOCTH 15.0 / ITpuemouHoe 3HaYeHue (AV) He
[NO3UPOBAHMS 6onee 15,0.
13 Assay / KosinyecTBeHHOe 9.7mg /9.7 mMr From 90mg to 11.0mg of
onpenejieHue (97.4 %) CsH13NO3*C4H 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
pile] 1 1,0 MI C15H13NO3‘C4H1 1NO3
(xetoponaka Tpomeramus) (ot 90,0 mo
110,0 % OT 3aBIEHHOTO KOJIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0902 mg/tab / Not less than 0.042 mg/tab /
content / ConpepxaHue 0.0902 Mr B TabneTke He menee 0,042 mr B TabneTke
6y TUNTHAPOKCHAHU30J1a

Remarks: The Product conforms to ND/
IMpumeuanue: [IpoayKT cooTBeTcTBYET Tpebosanuam HJJ

Conclusion: APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneHo: Santosh ITpoeepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoaurens
Kumar Maurya @, Amit Kumar A in—

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.04.2024 Hara: 30.04.2024 Jara: 30.04.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +61 40 4900 2800, Fax: +91 4C 4300 2999, Ermail: maii@drreddys.com

CIN: L85195AP19S84PLCQ04507
www.direddvs.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

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

Ipoaykt: Keropon® Dkcnpecc (keToposak) TabIeTky, IMCNeprupyeMble B II0JIOCTH pTa, 10 Mr

Batch No / : V2400644 Batch Quantity / :+ 3600000 tab /
Cepus Ne O0Bem cepuu 3600000 Tab
Analytical Report No / : 040002504634 Date of Analysis / : 30.04.2024

Adagurnyeckui oruer Ne

Jara aHanu3a

Date of Manufacture / : 04/2024

JlaTa NpoH3BOACTBA

Date of Expiry /
T'onen go

: 03/2026

Analysis performed according ND / Ananun3s nposeaen mo HJI:

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

Page 7 of 8/ Crp. 73 8

15 | Package/ YnakoBka 10

tablets
(PA/AL/PE
desiccant/HDPE) foil // (PE/AL)
2 blisters with patient
information leaflet in a carton
/ INo 10 Tabnerok B

foil.

pack.
Onuctepe U3
BnaronornorureneM/I15BIT)
¢donsru // (I13/AJ) doneru. Mo
2 6nuctepa ¢ UHCTPYKLHMEH IO
NPUMEHEHHIO B
KapTOHHYIO.

in a blister of
with

(ITA/AJITID ¢

nayky

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
tabnerox B 6nuctepe u3 (ITIA/AJI/TID ¢
sraronoriorurenem/I19BII) doasru //
(T13/AJT) donbru. o 1 unu 2 6aucTepa
C MHCTPYKUHEH [0 MpPHMEHEHHIO B
MavKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBeTcTuu ¢ HJ{

17 Storage conditions /
XpaHeHue

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

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.
* JIpu BbINYCKE JIEKAPCTBEHHO0 MpenapaTa KOHTPOJIb KauecTBa N0 nokasaresio «Mukpoorosioruyeckas
YHCTOTAa» MPOBOAUTCS AJIsl Kaxnoii 20-0¥ cepuu, MU 1JIs OAHOI CepUH B IOJi, B 3aBUCHMOCTHU OT TOr0, YTO

HACTYIHT paHbLIE.

Remarks: The Product conforms to ND/

IMTpumertanue: [ponykt cootreTcTRY T TpeboraHuam HJIJ

Conclusion: APPROVED /
3arkmaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: Santosh IMposepeno: Pardeep Kumar | OpobpeHo: Menemxep / PykosoauTtens
Kumar Maurya ()3 Amit Kumar L

Reprint Date / Reprint Date / Reprint Date/

Jlata: 30.04.2024 Harta: 30.04.2024 Hata: 30.04.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 560034, Telang2na, indis
Tel, +61 40 4900 2200, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
wyaw.direddvs.com




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
www.drreddys.com

Dr.Reddy’s "5.’

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

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

Batch No / : V2400644 Batch Quantity / : 3600000 tab /
Cepus Ne Oo0bem cepun 3600000 Tab
Analytical Report No / : 040002504634 Date of Analysis / : 30.04.2024
AnaHTHYECKHH oTyeT Ne JarTa anannsa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
/JlaTta npoM3BOACTBA T'open no

Analysis performed according ND / Ananns nposeaen mo HJ:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8/ C1p. 8 m3 8

Ketorolac tromethamine / Keropojaka

API name / HaumeHoBanne AD®C:

TpOMeTaMUH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number / ABRH001226
Homep cepun npoussogurenss APC:
FP Manufacturer API Batch number / FERA00141

Homep cepun cyOctanuun npouspoaurens I'JId:

API Manufactured by & country /
ITponspoautenn ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Peqnu'c JJaboparopuc JIta., Uunus

Remarks: The Product conforms to ND/
IMpimeuarie: [TpoaykT coorsercrayeT TpeboBanmsam H/J

Conclusion: APPROVED /
3awmnotenne: OJOBPEHO

Prepared by / Checked by /
TToarorosneHo: Santosh

Kumar Maurya @ f

Iporepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemkep / PykoBoauTesib

Amit Kumar g
/lﬁj /

Reprint Date / Reprint Date /
Hara: 30.04.2024 Hara: 30.04.2024

Reprint Date/ '
Hara: 30.04.2024

Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 560034, Telangana, india
Tai. #5140 4900 2900, Fox: +91 40 4300 2999, Email: maii@drreddys.com
CIN: .85195AP1984PLC004507

www.direddyi.com




