Dr.Reddy’s Q':'.

. CERTIFICATE OF ANALYSIS

Dr, Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTHOUKAT AHAJIHU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon® Dkcnpece (keToponak) TabneTky, AUCneprupyemsie B monocty pra, 10 Mr

: 3600000 tab /

Batch No / : V2401052 Batch Quantity /

Cepua Ne O61eM cepHH 3600000 Ta6
Analytical Report No / : 040002565940 Date of Analysis / : 29.06.2024
AHAHTHYECKHH 0T4eT Ne Jara anaansa

Date of Manufacture / : 05/2024 Date of Expiry / + 04/2026
Hdara mpousBoAcTBA I'oaen no

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

Pagel1of8/Crp.1uz 8

tablets with "|" debossed on one
side. / Kpyrasie, nnockue
Tabnetkn c ¢ackoli, CBeTJO-
XKEATOro LBETa C [PaBUPOBKOM
«l» Ha OHOM cTOpOHE.

JI:, . Test / IlokasaTenn Results / PeaynsTaThbl Specification / Hopma
-1 — | Description / Omicanue Light- yellow round-flat-beveled- |- Light yellow round flat beveled-tablets—|

with "|" debossed on one side. /
Kpyrisie, miockue Tabnerku ¢ dackof,
CBETJIO-XEJNTOrO LBETa ¢ rPaBUPOBKOH
«» Ha OJHOM CTOpOHE.

2 Identification / [ToAMHEHOCTE

Ketorolac / Kemoponak
a) Byuv/ Complies / CooTBeTCTBYET UV spectra of the test solution and
V®-cnexTpodoToMeTpHs ketorolac  tromethamine  standard

solution should have peaks at the same
wavelength (= 2 nm). / V®-cnexTper
MOFNONIEHAS UCTILITYEMOrO pacIsopa 1
pactBopa  CTaHjapTHoro ~ ofpasna
KeToponaka TPOMETAMHHA  JIOJDKHBI
MMETH MAKCHMYMBI TIPH OHOH H TO# XKe
AnMHe BONHEB (£ 2 HM).

Remarks: The Product conforms to ND/
INpumeyanne: [poxykr coorsercTByeT Tpebosanusm HJI

Conclusion: APPROVED /
3aknouenune: OJJOBPERO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroTorneHo: Santos Tposepeno: Pawan Kumar Ono6peno: Menemxep / Pykosomrests
Kumar Maurya ! J {) Manoj Kumar E y a y Z
Reprint Date / Reprint Date/ ¢ Reprint Date /

Hara: 29.06.2024 Hara: 29.06.2024 [Hara: 29.06.2024

Sepistered Office: 8-2-327, Roaut No
Tel: +91 4 4800 2900,

SAPIOS4PLCCO450T
wwvedrreddys.cam

CIN: §



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A

Dr. Reddy's Laberatories Lt
Formulation Unit-6

vill. khol, Nalagarh Road, Baddi,
Disit. Sofan, H.P.,, 173 205, INDJA
Tel : +91 98166 56001-02
wwywe.drreddys.com

Product: Kctorol Express (ketorolac) Orally DisintegratiET;blets 10 mg
IlpoaykT: Kcmpon“" Skcripece (keToponak) TabneTKH, AMCAEPrUpyeMele B TI0JIOCTH pTa, 10 mr

: 3600000 tab/

Batch No/ : V2401052 Batch Quantity /

Cepua Ne O6nem cepin 3600000 Tab
Analytical Report No / : 040002565940 Date of Analysis / : 29.06.2024
ARaanTHYecKHi oTuer Ne JlaTa ananuza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JlaTa npou3BojacrBa TI'onen a0

Analysis performed according ND / Anann3 nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022

Page2of 8 /Cirp.2 u3 8

No

Test / [lokazaTennb
Ne

Results / PesynsTaTsl

Specification / Hopma

b) ByHPLC/B2XX

Complies / CooTBETCTBYET

The retention time of the main peak on
thc chromatogram of test solution
should correspond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpema ylepKHuBaHUA
OCHOBHOFO IMUKA HA XPOMAaTorpaMme
HCOLITYEMOrO  pPacTeopa  JOJDKHO
COOTBETCTROBATH BpeMeHH
YOEPXKHMBAHWA OCHOBHOTO MHMKa Ha
XpOMaTOrpaMme pacTeopa
CTAHIAPTHOrO KeTopoJiaka
TPOMETaMKHa (pazmen
«KoJiMvecTBEHHOE OTIPEAEIIEHHEN).

obpazna

Remarks: The Product conforms to ND/
ITpumedanue: Ilpoayxr coorBercTBYET TpeboBaHuamM HJI

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Hata: 29.06.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotosncuo: Santoshg) , | IIposepeno: Pawan Kumar Onobpeno: Meunemxkep / Pykopognrents
Kumar Maurya o 2 4 Manoj Kumar A 2!55 é
Reprint Date / Reprint Date/ = Reprint Date /

Hara: 29.06.2024

Jara: 29.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjarn Hills, Hydarabad - 500024, Telangana, india
Tl 42150 4500 2400, Fax: 451 40 24630 2999, Email: mail@drreddys.com

CIN: LS AP1434PLCCOARDT7
wresdrredidys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltg
Formulation Unit-6

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

CEPTHUOUKAT AHAJTN3IA

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Dkenpece (keToponak) TabyieTky, AMcneprupyemsle B noaoCTH pra, 10 mr

: 3600000 tab/

Batch No/ 1 V2401052 Batch Quantity /

Cepua Ne Obnem cepun 3600000 Tab
Analytical Report No / :+ 040002565940 Date of Analysis / : 29.06.2024
AHANHTHYECKHH oTUeT No JaTta anaansa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JdaTa npoH3BoACTBA Tonen oo

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

Page3of8/Cip.3n3 8

6y11m FHAPOKCHAAH3O0J

;'0 Test / IlokasaTens Results / PesynstaTsl Specification / Hopma

3 Identification Complies / CootsercTByeT The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
ToanHHHOCTD 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"

seclion). / DBpemeHa ynepxusaHus
nukoB  2-OyTMarugpokcuaHusona “
3-6yTUNrMAPOKCHAHH301A Ha
XpoMaTorpaMme HCNBITYEMOTO
pacTBopa IOIDKHEl  COOTBETCTBOBATH
BpeMeHaM ylepKUBaHUA ITHKOB
2-6yTun ¥ apOKCHAHN30NA “u
3-6yTunruapokcHanusona Ha
XpoMaTorpaMme pacTBopa
CTaHAapTHOTO obpazua
6yTIUITHOpOKCHAHK30MA (pazpmen
«Conepxanue

OYTHIrHIPOKCHAHH30MAY).

Macca

4 Average weight / Cpegnsas

68.9 mg / 68.9 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 Mr g0 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/
IIpumeyanue: ITpopykr coorBeTcTBYET TpeboBaHHaM H]I

Conclusion: APPROVED /
Zakmouenne: OJOBPEHO

Hata: 29.06.2024

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

Hoarotosneno: Santosh - IporepeHo: Pawan 1K,umssr Ono6pero: MeHemxep / Pyxonouuress
Ve Ve i .

Kumar Maurya U sl (L.l: | Manoj Kumar a tj‘[",

Reprint Date / Reprint Date/ Reprint Date /

Hara: 29.06.2024

Jata: 29.06.2024

Registered Cffice: 8-2-327, Road No. 2, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +81 40 €00 2900, Fax: +#91 40 4900 2999, Email: mail@drraddys.com

CIN: L35195AP198.1PLCO045C7
wevwwadrreddys.com




Dr.Reddy’s Q,‘:‘

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJTA3A

Dr. Reddy's Laboratories Lt
Formulation Unit-6

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Dxenpece (keroponak) TabneTk,

JIMCTIeprupyeMsie B osiocTy pra, 10 mMr

T

Batch No / : V2401052 Batch Quantity / : 3600000 tab / =
|Cepun Ne O6sem cepui 3600000 Tab
Analytical Report No / : 040002565940 Date of Analysis / : 29.06.2024
AnaNHTHYECKHH oT1eT No JlaTa aHAaIH3A

Date of Manufacture / :+ 05/2024 Date of Expiry / : 04/2026

Jara nponsBoacrsa I'ogewn no

Analysis performed according ND / Ananns nposeaen no HJI:

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

Page4 of 8/ Cip.4n3 8

ﬁ’o Test / MokazaTens Results / Pe3ynbTaTnl Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than + 10 %
OfHOpOAHOCTD MACCHL 2/20 tablets - not more than + 20 % /

18/20 rtabnetok — He Gonee +10 %
2/20 Tabnetok — He 6onee = 20 %

5 Disintegration time / 00 min 20 sec / 00 Mua 20 cex Not more than 3 min / He 6osiee 3 MHH
Pacnapaemocts

6 Dissolution / PacTBopenne Unit-1/ Tabn-1 99% Not less than 75% . (Q) of

Ny - C15H13NO3+C4H [ 1NO3 (ketorolac
iy el 95% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6i-3 102% 75 % Q) C\5H;3sNO3*C4H [ NO5

. . (keToponaka  TPOMETa4MHMH)  “€pe3
Unit-4 / Tabn-4 95% 15 MuH
Unit-5 / Tabn-5 90%

Unit-6 / Tabn-6 94%

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

Jucnepcuocts 710 pm sieve is formed. / ObpasyeTcs
OIHOpPOLHAA CYCTIEH3Md, TPOXOAAllas
CKBO3b CHTO C DasMepoM OTBEpCTHIt
710 MKm.

Remarks: The Product conforms

[pumeuanue: [IponykT cooTseTcTBYeT TpeboBanmaM HIT

to ND/

Conclusion: APPROVED /
Sakmwuenne: OJJOBPEHO

Prepared by /

Tloarotosnedo: Santos
Kumar Maurya (4

Checked by /
Iposepeno; Pawan Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pykooautesis
Manoj Kumar /

Reprint Date /
Hara: 29.06.2024

i
Reprint Date/ *
Iara: 29.06.2024

Reprint Date /
Jlata: 29.06.2024

Registered Officis; 8-2-327, Rond Mo. 2, Banjara Hills, Hyderabad - 500024, Telangana, india
Tol; 491 40 2800 2906, Fax: +91 40 3900 2999, Email: maili@drreddys.com

CI: L35195A4P1984PLCC0ASTY
veesdrreddys.cam




Dr.Reddy’s €3¢

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

CEPTU®HKAT AHATH3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Ketopoi™ Dxcnpecc (ketoponak) TabneTky, AHCACPIUPYEMBIC B NIONOCTH pra, 10 mr

Batch No/ : V2401052 Batch Quantity / : 3600000 tab /
|Cepns Ne Oo6bem cepin 3600000 Tab
Analytical Report No / : 040002565940 Date of Analysis / : 29.06.2024
AnajurHyecKuii oruer No JlaTa anajanza

Date of Manufacture / : 05/2024 Date of Expiry/ : 04/2026
JlaTA npOH3BOACTBA I'onen oo

| Analysis performed according ND / Anmanus nposenen mo HJ:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

8 Related impurities / Pogcreennsle npumecH

PageSof8/Crp.5uz 8
=

—

ketorolac 1-hydroxy analog /
1-runpokcuasanor

Below LOQ (LOQ = 0.0032 %)/
Huke npezena KoMH4eCTREHHOTO
onpeaenenys (TIKO = 0.0032 %)

Not more than 0.5 % / He 6o;1¢ee 0,5 %

KeTopoJiaka
ketorolac 1-keto analog/ 0.11% Not more than 0.8 % / He 6onee 0.8 %
1-xeToaHanor KeTopoJaka
Any unidentified impurity / Not more than (.5 % / He 6osnee 0.5 %
eIUHHTHas 0.01%
HeuAeHTUDHLUpOBAHHAS
npHMeCh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CyMma npumeced
9 Water / Boaa 22% Not more than 7.0% w/w /
He 60onee 7,0 %

10 Residual solvents by GC/ OcTaroyHbie oprannyeckHe pacTBOpUTEH

Isopropyl alcohol /
Hsonponaxon

32 pgftab/
32 mxr B TabneTke

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

Remarks: The Product conforms to ND/
IMpumeuanne: [poaykt cooTBeTcTBYeT Tpebosanmam HII

Conclusion: APPROVED /
Zaxmwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroToeneno: Santosh Tposepeno: Pawan Kumar Ono6peno: Menemxkep / Pyxopoauresih
Kumar Maurya @i/ J:V? Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 29.06.2024 Iata: 29.06.2024 Jara: 29.06.2024

Pogisterad Diiice: &-2-337, 1
Tak G120

, Emtail: maii@drreddys com
SA4PIO84PLCTO4RC7
wvnvadrreddys,com




Dr.Reddy’s ‘;.‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lt
Formulation Unit-6

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

CEPTUDIKAT AHAJTH3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Oxenpece (keroposnak) Tabaerky, anc

neprupyemMsie B mosocty pra, 10 mr

Batch No / : V2401052 Batch Quantity / : 3600000 tab /

Cepusi Ne O06bem ceplH 3600000 Tab _
Analytical Report No / : 040002565940 Date of Analysis / : 29.06.2024
AgaituTHYecKHH oTyeT No JlaTa aHaamMsa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026

JlaT2a MpoM3BOACTBA I'ogen no

Analysis performed according ND / Ananns nposegen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page60of8/Crp. 6 u3 8

11 Microbial enumeration tests / MHKpoGHOI0TH ECKAS YHCTOTA™
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61ee uncio He 6onee 1000 KOE/r
a3po6HBIX MUKDO-
OpraHu3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1iee He 6osee 100 KOE/r
YHCNO APOHOKEBBIX M
MJIeCHEBBIX TPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OTtcyTcTBHE B 1 T
12 | Uniformity of dosage units / 7.6 Acceptance value (AV) not more than
OnHopoaHOCTL 15.0 / TipuemouHoe 3iauenne (AV) He
03HPOBAHMSA Bonee 15,0.
13 | Assay/Konnvecrsexnnoe 9.9 mg/9.9 mMr From 90mg to 11.0mg of
onpeaeseHie (98.8 %) CisHi3NO3+C4H; ) NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
no 11,0mMr  CisHisNO3*C4H;NOs
(xetoponaka TpometamuH) (ot 90,0 mo
110,0 % OT 3afBIEHHOTO KONMYECTRA) B
TabneTke
14 | Butylhydroxyanisole 0.0923 mg/tab / Not less than 0.042 mg/tab /
content / CopaepxaHne 0.0923 mr B Tabnerke He meuee 0,042 mr B TatneTke
OYTHIrHAPOKCHAHH30M12

Remarks: The Product conforms to ND/

IIpumeuanue: [IpoayKT COOTBETCTBYET tpebopannaM HJI

Conclusion: APPROVED /
Zakmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Noarorosneno: Santosh 4 IIpoeepeno: Pawan Kumar Onobpeno: Menemuep / Pyronoanrenb
- . ) o -

Kumar Maurya Eﬁl: P Manoj Kumar

Reprint Date/ Reprint Date / Reprint Date /

Ilara: 29.06.2024 Hara: 29.06.2024 Hara: 29.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 491 20 1200 2900, Fax: +©1 10 29C0 2099, Emigil: mail@drreddys.com
CIN: LES1854P1484PLCO0N4R07

wenedrreddys.com




Dr.Reddy’s ‘f:"'

Dr. Reddy's Laboratories Lty
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS :

CEPTHOUKAT AHAJIM3A A TR
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[HIpoaykt: Keropon™ Bkenpecce (ketoponak) TabneTky, AHCneprupyemsie B oNoCTH PTa, 10 mr
Batch No / : V2401052 Batch Quantity / : 3600000 tab /
CepMa Ne O6Bem cepui 3600000 Tab
Analytical Report No / : 040002565940 Date of Analysis / + 29.06.2024
Ananurinueckuii oruer Ne JlaTa anayTH3a
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JlaTa npon3soacTsa Tonpex go
Analysis performed according ND / Ananns npoBesen no H/I:

| JI11-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page7of 8 /Crp. 7 nuz 8

15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsinablister 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 | Ta6neTok B 6auctepe 13 (IA/AJIIID ¢
pack. / Tlo 10 Tabnetoxk B | emaronornorurenem/II3BIT) donbru "
6nucrepe 3 (MMA/AJITID ¢ | (IT3/AI) gonern. ITo 1 wim 2 6ucTepa
snaronornoturenem/[19BIT) C HHCTpYKUHMEd NO TIPAMEHEHHIO B
¢onbru // ([13/AJ]) donbru. ITo | Mmauky KapTOHHYIO.

2 6nuctepa ¢ HHCTPYKLMEH IO
TIPYMEHEHUIO B nayuky
KapTOHHYO.
16 | Labeling / MapxupoBka According to ND / B cooteetcTBuM ¢ HJJ
17 | Storage conditions / Below 25 °C. / IIpu Temnepatype He Bbiie 25 °C.
Xpanenue
18 | Shelflife / Cpox roanocTn 2 years/ 2 roma

~* 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.
* ITpH BuIMyCKE JIEKAPCTBEHHOro NpenapaTa KOHTPOJIb KAYecTBa No nokasareto «Mukpobuosoruyeckas
YHCTOTA» NPOBCAMTCS J1A KAKL0ii 20-0it cepHH, AN AN OAHOI CEPHH B Iofl, B 3ABUCHMOCTH 0T TOr0, 4TO

HACTYIIHT panbIle.

Remarks: The Product conforms to ND/
IIpumeuanne: Ipoaykr coorsercTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3axmoyenne: OJJOBPEHO

Iata: 29.06.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotopneHo: Santos& IlpoBepeHo: Pawal:}l Kumar Onobpeno: Menemkep / Pyroeoayreis
Kumar Maurya S r,‘}'f Manoj Kumar ’E % 'j
Reprint Date / Reprint Date / 7 Reprint Date /

Jata: 29.06.2024

Jlara: 29.06.2024

angana, india




Dr. Reddy's Laboratories Ltd,

D ‘... Formulation Unit-6
)} = Vill. Khol, Nalagarh Road, Baddi
r. Reddy S e © Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel:: +90 38 1R6 000002

www.drreddys.com

CEPTHOUKAT AHAJIA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon™ Skenpecce (keroposnak) Tabnerky, aucneprupyembie B NojlocTH pra, 10 mr

Batch No/ : V2401052 Batch Quantity / : 3600000 tab /
Cepun Ne Ob6beM cepuH 3600000 Tab
Analytical Report No/ : 040002565940 Date of Analysis / 1 29.06.2024
AnahuTHyeckuii oTyer Ne JlaTa aHanm3a

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JlaTA npoH3BOACTBA I'ofen no

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

Page8of 8/Crp.8 n3 8

API name / Haumenopanue ADC: Ketorolac tromethamine / Ketoponaka
TPOMETAMHH

INN /MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABRH002812

Homep cepun nponssoanTens AQC:

FP Manufacturer API Batch number /

Homep cepuii cyGeranuun nponssonurens [JId: RER OIS

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

IMpoussoauTens ADC, crpaua: J-p Pennu'c MaGoparopuc JIta., Mnans
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeyanne: [poaykr cooteeTcTByeT Tpebosanuam HJL 3axaouenue: OJJOSPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Toaroroenedo: Santosh & ITpoeepero: Pawan Kumar Onobpero: Menemkep / Pykosoaurens
Kumar Maurya 4e” _ Manoj Kumar ‘ E}gﬁ
Reprint Date / Reprint Date/ Reprint Date /
Hara: 29.06.2024 Jara: 29.06.2024 Iata; 29.06.2024

Registered Office: §-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel; +91 40 4800 2500, Fax: +91 40 4900 2989, Fmail: mail@drreddys.com
CIN: L85155AP1984PLCO04507
www.drreddys.com




