Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Forrmulation Unit-6

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

CEPTUO®UKAT AHAJIM3A

drreddysicam

VRIS,

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Keropon® Dkenpecc (keToposiak) TabaeTKH, AUCIIeprupyemble B MoJoCTH pra, 10 mr

Batch No / : V2302306 Batch Quantity / : 3600000 tab /
Cepha Ne O0Bem cepun 3600000 Tab
Analytical Report No / : 890001704091 Date of Analysis / + 30.11.2023
AnaiduTuyeckuii oruer Ne JlaTa aHajn3a

Date of Manufacture / : 11/2023 Date of Expiry / : 1072025
JaTa npon3BoACTBa I'open no

Analysis performed according ND / Ananns nposeaen no H/I:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3amenenne Nel ot

27.12.2021, usmenenune Ne2 or 11.11.2022)

Page10f8/Crp. 1 u3 8

No

Test / [loxazaTennb
No

Results / Pe3ynbTaThi

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpymible, 1mockue
TabneTku ¢ ¢ackoi, CBeTyIo-
XKEJNTOro IBeTa C IPaBUPOBKOM
«|» Ha OIHO} CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrisle, miuockue TablaeTky ¢ packo,
CBETJIO-KENITOrO 1IBeTa C IPaBUPOBKOMH
«l» Ha OJIHOH CTOPOHE.

2 Identification / IToutMHHOCTH

Ketorolac / Kemoponax

a) Byuv/
Y®-cnexTpodoToMeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpbl
MOIJIONIEHHUsT UCIBITYEMOTO pacTBopa H
pacTBOopa  CTaHmapTHOro  obpasua
KETOpoJiaka TPOMETAMHHA  JIOJIKHBI
KMMETh MaKCUMYMbI MPH OTHOM U TOH Xke
JUTHHE BOJHBI (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanwue: [Ipoaykt cooTBeTcTBYeT TpeboBanusM HJI

Conclusion: APPROVED /
3axiouenune: OJIOGPEHO

Jara: 30.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHo: Santosh [Iposepeno: Pardeep Kumar | Omo6peno: Menemxep / Pykogoaures
Kumar Maurya O{)’/ Manoj Kumar w

Reprint Date / Reprint Date / Reprint Date /

Jata: 30.11.2023

Hata: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyder:»ad - 503034, Telangana, India
Tel: +91 40 ;300 2900, Fax: +91 40 49C0 2299, Emaii- mail@dri2ddys.com

CIN: L85195AP1984PLCO045C
www.drreddys.com



) @ Dr. Reddy's Laboratories Ltd.
Dr. Reddy S ... Formulation Unit-6
g Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 1. 491 98166 56001-02

CEPTUDPUKAT AHAJIM3A www drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Ketopon® Dxcnpecc (keToponak) TabeTKH, MCTIEPrUpyeMble B T0J10CTH pTa, 10 Mr

Batch No / : V2302306 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepnu 3600000 Tab
Analytical Report.No / : 890001704091 Date of Analysis / : 30.11.2023
AHandTHYeCKHil oTyeT No Jlara apannsa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JaTa npoun3BoacTea Tonen no

Analysis performed according ND / Ananus nposegen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or

27.12.2021, namenenue Ne2 or 11.11.2022)

Page 2 of 8/ Ctp. 2 u3 8

Test / Iloka3zaTenn Results / PesynbraTsl Specification / Hopma

No
Ne

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 yaepKUBaHHUA
OCHOBHOTO IMHMKa Ha Xpomarorpamme
HCILITYEMOTC ~ pacTBopa  AOJDKHO
COOTBETCTBOBATH BpEMEHHU
yIAEp)KMBaHUA OCHOBHOTO MMKAa Ha
XpOMaTorpamme pactBopa
cTaHmapTHOro o0pasia KeTopoJjiaka
TpOMeTaMHHa (paznen
«KonmuecTBEHHOE OTNPEAETIEHUE).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHnaM H/I 3axkmouenne: QJJOBPEHO

Prepared by / : Checked by / Approved by: Manager/Executive /
[Noarorosneno: Santos [TposepeHo: Pardeep Kumar | Onobpeno: Menemkep / Pykosoauntens
Kumar Maurya ' f Manoj Kumar @@

Reprint Date / Reprint Date / Reprint Date /
Hara: 30.11.2023 Jara: 30.11.2023 Jlarta: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderaad - 540034, Telangana, Inciz
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Emcil: mailtwirraddys.com
CIN: L85135AP1984PLCO0AS5C
www.drreddys.com



®o Dr. Reddy's Laboratories Ltd.
Dr. Reddy’s ... Formulation Unit-6
. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTHUOHUKAT AHAJIU3A Yo driedays ¢

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (keToponak) TabieTky, AMCTIEPrUPYEMbIe B MOJIOCTH PTa, 10 mr
Batch No / : V2302306 Batch Quantity / : 3600000 tab /
Cepus No O0beM cepun 3600000 tab
Analytical Report No / : 890001704091 Date of Analysis / : 30.11.2023
AnajuTHYecKHi ordeT No Jara anaju3a
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JaTa npoH3BoaACTBA I'onen no
Analysis performed according ND / Anaans nposeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ m3menenue Nel or
27.12.2021, namenenue Ne2 or 11.11.2022)
Page30of 8/ Crp.3 m3 8
i.:) Test / [loka3arenb Results / Pe3ynbTaThl Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IToaJIMHHOCTD butylhydroxyanisole peaks on the
Gy TUATHAPOKCHAHH301 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 ynaepXKHBaHHA
NMKOB  2-OyTHITHOPOKCHAHM30NA U
3-6yTWITHAPOKCHAHK30JIA Ha
XpOMAaTorpamme HCIIBITYEMOTO
pacTBOpa HOJDKHBI COOTBETCTBOBATh
BpEMEHaM  YHEpXKUBaHHA  IMKOB
2-0y THITHAPOKCHAHHU301a u
3-6yTUNruApOKCUaHU30]1a Ha
XpoMaTorpamme pactBopa
CTaHAAPTHOTO obpasua
OyTHWIrHAPOKCHAHH30TIA (paznen
«Copaepxanve
Gy THITHAPOKCHAHH30IIA).
4 Average weight / Cpenusist 69.0 mg / 69.0 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 mr 10 72,8 Mr (70,0 Mr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: [IpogykT cooTBeTcTBYET Tpebosanusam HJI 3axmouenue: OJJOBPEHO
Prepared by / Checked by./ Approved by: Manager/Executive /
Moarorosneno: Santosh [Tpoeepeno: Pardeep Kumar | Opobpeno: Menemxep / Pykosoauresb
Kumar Maurya / g \= f Manoj Kumar i
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.11.2023 Hara: 30.11.2023 Hara: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 505034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emzi!: mail@dir2ddys.com
CIN: L85195AP1984PLC0O045: 7
www.drreddys.com



Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

v dripdedve Com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keToposiak) TabneTkH, JUCIEPrHpYeMBIe B MOJIOCTH pTa, 10 Mr

Batch No / : V2302306 Batch Quantity / :+ 3600000 tab /
Cepus Ne O6beM cepuu 3600000 Tab
Analytical Report No / : 890001704091 Date of Analysis / : 30.11.2023
AHaJIHTHYECKHH oTUeT No JlaTa anaanza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jata npoussoacTrea I'open no

Analysis performed according ND / Ananus nposenen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel or
27.12.2021, n3menenne Ne2 or 11.11.2022)

Page 4 of 8/ Ctp. 4 u3 8
i‘? Test / [loka3zaTenan Results / Pe3ynpTaTh! Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OAHOPOAHOCTH MacChl 2/20 tablets - not more than + 20 % /
18/20 Tabneroxk — He 6Gonmee * 10 %
2/20 Tabnetox — He 6onee £ 20 %
5 Disintegration time / 00 min 21sec / 00 mMuH 21 cex Not more than 3 min / He 6onee 3 MmuH
Pacnagaemoctnb
6 Dissolution / PacTeopeHue Unit-1/ Ta6n-1 102% Not less than 75% (Q) of
. C15sH3NO3*CsH | 1NO3 (ketorolac
Unit-2 / Tabn1-2 100% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 100% 75% (Q  CisHisNO3*C4H 1 NO;
. (keTopoNlaka  TPOMETaMHH)  4epe3
Unit-4 / Tabxn-4 100% 15 MuH
Unit-5 / Tabn-5 100%
Unit-6 / Ta6n-6 100%
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
JlucnepcHoCTh 710 pm sieve is formed. / O6pazyercs
ONHOpPOJHAs CYCHEH3Us, MpOXonsInas
CKBO3b CHTO C pa3MepoM OTBEPCTHi
710 MKM.

Remarks: The Product conforms

ITpumeuanwue: [Iponykr coorBercTByeT TpeboranusiM HJ{

to ND/

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosnexo: Santosh ITposepeno: Pardeep Kumar | Opobpeno: Menemkep / Pykogonurens
Kumar Maurya G%’.» Manoj Kumar ﬁ é : z

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.11.2023 Hara: 30.11.2023 Jara: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydera!ad - 500834, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Emzil: mail@c!rreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS  1./. 191 98166 56001-02

CEPTUOUKAT AHAJIU3A v drreddys o

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa® Dxenpecce (keTtoposak) TabIeTKH, AUCTIEPTUPYEMBIE B MIOJIOCTH PTa, 10 mr

Batch No / : V2302306 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6Bem cepuu 3600000 Tab
Analytical Report No / : 890001704091 Date of Analysis / : 30.11.2023
AHaauTHyecKHl oTueT Ne JlaTa ananusa

Date of Manufacture / : 11/2023 Date of Expiry / : 1072025
Jara npou3soacrsa T'onen no

Analysis performed according ND / Ananns nposeaen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel or
27.12.2021, nzamenenue Ne2 ot 11.11.2022)

PageSof 8 /Crp. Suz 8

8 Related impurities / PoacTBeHHbIe IPUMECH
ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %
1-runpokcuaHanor [Inxe npeacna obuapyskcHus (10 =
KeTopoJiaka 0.0010%)

ketorolac 1-keto analog/
1-KeToaHaIOT KeTOpOJIaKa

Any unidentified impurity /

0.03 % Not more than 0.8 % / He 6onee 0,8 %

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

0.02 %
eIMHUYHAs
HeuaeHTU()UIUPOBAHHAS
NpUMECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymmMma npumeceit
9 Water / Boaa 2.7% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTtaTo4Hble OPraHH4YecKHe PAaCTBOPHUTE/IH
Isopropyl alcohol / 11 pg/tab/ Not more than 350 pg/tab /
H3zonponaHon 11 Mxr B TabneTke He 6onee 350 mxr B TabneTke

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeuanue: [Iponykr cooTBeTcTBYeT TpeboBanusm HJ{ 3axnouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroTtorneno: Santosh IIposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykospauntens
Kumar Maurya Manoj Kumar o . f

L — g
Reprint Date / Reprint Date / Reprint Date /
JaTa: 30.11.2023 JHara: 30.11.2023 Jata: 30.11.2023

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

CIN: L85195AP1984PLCO04507
www.drreddys.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

CEPTUO®UKAT AHAJIM3A

wwwe.drreddys, onm

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkenpecc (keToposiak) TableTkH, JUCMeprupyeMbie B OAOCTH pTa, 10 mr

Batch No / : V2302306 Batch Quantity / : 3600000 tab /
Cepna Ne O61em cepuH 3600000 Tab
Analytical Report No / : 890001704091 Date of Analysis / : 30.11.2023
AHaJIHTHYECKHH oTYeT No JaTa ananun3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JarTa npoussoacTsa T'open no

Analysis performed according ND / Ananu3s nposeaen mo HJL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel ot

27.12.2021, n3menenue Ne2 ot 11.11.2022)

Page 6 of 8/ Ctp. 6 u3 8

11 | Microbial enumeration tests / Mukpo6noJoruyeckas YucTora*

a) Total Aerobic Microbial

Not more than 1000 CFU/g /

Count / Obmee uucio NA He 6osiee 1000 KOE/r
a3po6HBIX MUKPO-
OpraHU3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / O6uiee NA He 6onee 100 KOE/r
YHCJIO APOXOKEBBIX U
IUIECHEBBIX TpUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyTcTBHE B 1 T
12 Uniformity of dosage units / 44 Acceptance value (AV) not more than
OaHoOpoAHOCTH 15.0 / IpuemouHoe 3HaueHue (AV) He
J03MPOBAHUS 6onee 15,0.
13 | Assay/KonnuecTBeHHOE 9.9 mg/9.9 mr From 90mg to 11.0mg of
onpejeJieHUe (99.4 %) C1sH13NO3*C4H1NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
a0 11,0mr  CisHisNO3*CsH 1NO;
(keroponaka tpoMetaMuH) (ot 90,0 mo
110,0 % OT 3asBJIEHHOTO KOJIWYECTBA) B
TabreTke

14 Butylhydroxyanisole
content /

Conep:xanue
OyTHATHAPOKCHAHU30Ma

0.0961 mg/tab /
0.0961 Mmr B TabyeTke

Not less than 0.042 mg/tab /
He menee 0,042 Mr B TabieTke

Remarks: The Product conforms to ND/
[Ipumeuanue: IponykT coorBeTcTBYeT TpeboBanusM HJI

Conclusion: APPROVED /
Bakmwouenne: OJJOBPEHO

Jlara: 30.11.2023

Prepared by / {Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Santosh ITposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoaurens
Kumar Maurya Manoj Kumar @ﬂ
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.11.2023

Jara: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4¢ 1900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO045C7

www.drreddys.com



Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS 1 +91 98166 56001-02

CEPTH®UKAT AHAJIA3A

v direddys.s

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dxenpecc (keToposak) TabneTku, IMCreprupyemMble B ONOCTH pTa, 10 Mr

Batch No / : V2302306 Batch Quantity / : 3600000 tab /
Cepnsa Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001704091 Date of Analysis / : 30.11.2023
AHAJMTHYECKHI oTueT Ne JaTta apanusa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JdaTa npoM3BOACTBA I'open no

Analysis performed according ND / Ananns nposegen no H/U:
JI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenne Nel or

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page 7 of 8/ Crp. 7 u3 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. / Ilo 10 Tabnetok B
6nucrepe w3 (IIA/AJVIID ¢
prnaromnornorureneM/I13BIT)
¢oneru // (IID/AJT) doneru. Io
2 OnHcTepa ¢ HHCTpYKuueH no
NpAMEHEHKIO B nayky
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 Gnucrepe u3z (ITA/AJI/IID ¢
Brnaronoraotutenem/[19BIT) ¢onbru //
(TI3/AJT) doneru. o 1 wiu 2 6nucTepa
C MHCTpYKIHMEM MO TPUMEHEHUIO B
[a4yKy KapTOHHYIO.

16

Labeling / MapkupoBKa

According to ND / B cootsetcTBuu ¢ HJJ

17

Storage conditions /
XpaHenue

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

18

Shelf life / Cpok roagocTn

2 years /2 rofa

* 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 JIEKAPCTBEHHOTO MpenapaTa KOHTPOJIb Ka4ecTsa 1o nokasareo « MuKpoGHooruieckas
YHCTOTa» MPOBOIMTCS A5l Kaxaoii 20-0ii cepuu, WM 1)1 OAHOM CEpHA B IO, B 33aBHCUMOCTH OT TOr'0, 4TO
HACTYNHT paHbllIe.

Remarks: The Product conforms to ND/
IIpumeuanue: [Ipoaykr cooTBeTcTBYeT Tpeboranusm HJI

Conclusion: APPROVED /
3akmoyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotoenexo: Santosh IIposepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykosoguTens
Kumar Maurya Manoj Kumar e }Z
Reprint Date / Reprint Date / Reprint Date /

MHata: 30.11.2023 Jara: 30.11.2023 Jata: 30.11.2023

Registered Office: £-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel; 491 40 1900 2900, Fax: +91 40 4900 2999, Email: mail@<rreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.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 : 491 98166 56001-02

CEPTU®UKAT AHAJIN3A

VWL GITRE S i

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon" Dienpecc (keToponak) TabneTkH, AHCHICPrHPYEMbIC B MOJIOCTH pTa, 10 Mr

Batch No / : V2302306 Batch Quantity / : 3600000 tab /
Cepusa Ne O6bem cepin 3600000 Tab
Analytical Report No / : 890001704091 Date of Analysis / : 30.11.2023
AHaIuTHYeCKHIH oTHeT No Jata anaju3za

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JaTa npou3BOACTBA T'open 1o

Analysis performed according ND / Ananus nposeaen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3meHenune Nel or

27.12.2021, namenenne Ne2 or 11.11.2022)

Page 8 of 8 /C1p. 8 m3 8

API name / Hanmenosanune ADC:

Ketorolac tromethamine / Ketoponaka

Homep cepun cyGeranuun npoussoautens IJID:

TpOMETaMUH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /
Homep cepun nipouzsoantens ADC: ABQH005495
FP Manufacturer API Batch number / FEQA00501

API Manufactured by & country /
ITpoussoautenb A®C, crpaHa:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c JlaGopatopuc JIta., Mumwsi

Remarks: The Product conforms to ND/
ITpumeuanue: [Ipoaykr cooTseTcTByeT TpeboBanusm HJ

Conclusion: APPROVED /
Zakmwyenne: OJJOBPEHO

Jara: 30.11.2023

Hara: 30.11.2023

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