D , ‘...9 Dr. Reddy's Laboratories Ltd.,
Formulation Unit-6 '
r. Reddy S Ne Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS  1¢:+91 98166 56001-02
CEPTH®HUKAT AHAJIMU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon" Dkenpece (keToponak) TabaeTku, MCIEPrHpyeMble B NI0JIOCTH pTa, 10 Mr

Batch No / : V2301890 Batch Quantity / : 3600000 tab /
Cepun Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001690785 Date of Analysis / : 28.09.2023
AnanaTuyeckuii oryer Ne Jara ananusa

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jara npon3BoacTea TI'onen xo

Analysis performed according ND / Ananu3 nposeaen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3menenne Nel ot

27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page10of8/Crp. 1 u3 8

i.? Test / [TokasaTenn Results / Pe3ynbTaThl Specification / Hopma
1 Description / Onucanue Tight yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyrasie, miockue | Kpyrisle, miockue TabneTku ¢ Gackoi,
TabneTku ¢ (acKoM, CBETNIO- | CBETJIO-KENTOTO LBETa C IPABUPOBKOM
XKEJITOrO LBETA C I'PaBUPOBKOH | «» Ha OJIHOM CTOPOHE.
«l» Ha OTHOM CTOPOHE.
2 Identification / ITonnuHHOCTE
Ketorolac / Kemoponax
a) Byuv/ Complies / CooTBeTCTBYET UV spectra of the test solution and
Y®-cnekrpodoToMeTpus ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cHeKTph!
MOMJIOIUEHHUS UCTIBITYEMOTO PacTBOpa ¥
pacTBOpa  CTaHZapTHOro  obpasua
KeTopojlaka TPOMETaMHMHA  JOJDKHBI
HMMETh MAaKCUMYMBI TIPH OJHOM U TOH ke
IUIMHE BOJIHBI (£ 2 HM).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeuanue: IIpoaykT cootseTcTByeT TpeboBanusam HJ 3aknrouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoarororneHo: Santosh Tposepeno: Pardeep Kumar | Ono6peHo: Menemxkep / Pykosoaurenb
Kumar Maurya % f Y Manoj Kumar M
Reprint Date / Reprint Date / Reprint Date /
Jata: 28.09.2023 Jara: 28.09.2023 Jara: 28.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (keToposiak) TabIETKH, AUCICPIUPYEMbIE B MOTOCTH pra, 10 mr

Batch No / : V2301890 Batch Quantity / : 3600000 tab /
Cepus Ne O0nem cepuu 3600000 Tab
Analytical Report No / : 890001690785 Date of Analysis / : 28.09.2023
AHaJIMTHYECKHH 0T4eT Ne Jara ananu3za

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTa npoH3BoACTBA T'onen no

Analysis performed according ND / Ananus nposenen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenune Nel ot

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 2 of 8/ Crp. 2 m3 8

No

Ne Test / ITokazaTesb

Results / Pe3ynbraThl

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 ITMKa Ha XpoMaTorpamme
UCIILITYEMOTO  PacTBopa  JOJDKHO
COOTBETCTBOBATh BpPEMEHH
yIEP)XMBAHHUS OCHOBHOIO TIHKa Ha
XpoMaTorpamMmme pacTBOpa
CTaHIapTHOro ofpa3ma KeToposaka
TPOMETaM¥HA (paznen

«KonuuecTBeHHOE onpeneneHHe»).

Remarks: The Product conforms to ND/
[pumeuanue: [IponykT cooTseTcTBYET TpeboBanusam HJL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Jara: 28.09.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[TogroTosneHo: Santosh ITpoeepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosojurens
Kumar Maurya Manoj Kumar U

= Hynfelts
Reprint Date / Reprint Date / Reprint Date /

Jlara: 28.09.2023

Jata: 28.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com



D , ‘..0 Dr. Reddy's Laboratories Ltd.
@ . .
Formulation Unit-6
r. Reddy S ‘. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHO®HUKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcenpece (keToponak) TabJIeTkH, AUCIIEPripyeMbie B MOIOCTH PTa, 10 mr
Batch No / : V2301890 Batch Quantity / : 3600000 tab /
Cephs Ne O6nem cepun 3600000 Tab
Analytical Report No / : 890001690785 Date of Analysis / : 28.09.2023
AHaIHTHYECKHIT oTUeT Ne Jlara ananm3a
Date of Manufacture / : Sep. 2023 Date of Expiry / . Aug. 2025
Jara mponsBoacTrsa T'onen no
Analysis performed according ND / Ananus nposegen mo HJI:
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)
Page 3 of 8/ Crp. 3 u3 8
‘1}2 Test / IlokasaTenb Results / Pe3ynbTatsl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoanHHHOCTH butylhydroxyanisole peaks on the
Oy THIrMAPOKCHAHU3O0] 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). / BpeMena ynepXuBaHHA
NUKOB  2-6yTWITMAPOKCHaHM30NA U
3-6yTHITMAPOKCHAHK30Ia Ha
XpoMarorpamme HCIIBITYEMOTO
pacTBOpa /IOJDKHBI COOTBETCTBOBATh
BpeMeHaM  YOEPXWBaHUL  [IHKOB
2-6YTHITMAPOKCHAHU30JIA "
3-6yTUWITMAPOKCHAHKU30IIA Ha
XpoMmarorpamme pactBOpa
CTaHJapTHOTO obpasua
GyTHITHAPOKCHAHH30JIA (paznen
«Copaepxanue
6YTHITHAPOKCUAHH3OAN).
4 Average weight / Cpegnsis 69.3 mg/69.3 mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
mMacca Ot 67,2 Mr o 72,8 mr (70,0 Mr £4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeuanue: ITpoaykT cooTseTcTBYeT TpeboBanuam HJT 3axkmwouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Santosh IIpoeepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosoautens
Kumar Maurya @‘ Manoj Kumar wd
Reprint Date / Reprint Date / Reprint Date /
Hara: 28.09.2023 Hara: 28.09.2023 Jara: 28.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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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

CEPTHOHKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon" Dkcnpece (keToposiak) TabiaeTky, AHCHEPrHpyeMble B [0I0CTH pTa, 10 mr

Batch No / : V2301890 Batch Quantity / :+ 3600000 tab /
Cepns Ne O6beM cepun 3600000 Tab
Analytical Report No / : 890001690785 Date of Analysis / : 28.09.2023
AHANNTHYECKHI oTUeT Ne Jlara ananuza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTa npoM3BOACTBA I'open no

Analysis performed according ND / Ananns nposenen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nu3meHenne Nel or

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page 4 0f8/Crp. 4 u3 8

1;.:) Test / IToka3aTesb Results / Pe3ynbraThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OXHOPOAHOCTHL MACChI 2/20 tablets - not more than + 20 % /

18/20 Tabnetox — He 6Gonee =10 %
2/20 Tabnetok — He Gonee + 20 %
5 Disintegration time / 00 min 19 sec / 00 muH 19 cek Not more than 3 min / He 6onee 3 Mun
PacnagaemocThb
6 Dissolution / PacTBopenue Unit-1/ Ta6a-1 100% Not less than 75% (Q) of
. C1sH13NO3+C4H  NO3 (ketorolac
Unit-2 / Tabn-2 102% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 102% 75% (Q  CisHisNO3*CeHiNOs
) . (keTopoyiaka  TPOMETaMHH)  4Yepe3
Unit-4 / Tabn-4 102% 15 MuH
Unit-5 / Ta6a-5 100%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JncnepcHOCTD 710 um sieve is formed. / ObpasyeTcs
OIIHOpOJHAsT CYCNECH3HA, NPOXOAAIas
CKBO3b CHTO C pa3sMEpPOM OTBEPCTH
710 MKM.

Remarks: The Product conforms

I[Mpumeuanue: IIponykT cooTsercTByeT Tpebosanusm HJT

to ND/

Conclusion: APPROVED /
3axmouenne: QJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosieHo: Sw TIposepeno: Pardeep Kumar | Ono6peno: Menemwxkep / Pykosoautensb
Kumar Maurya (- {_’ _ Manoj Kumar __3}” feok
Reprint Date / Reprint Date / Reprint Date /

Jara: 28.09.2023 Iara: 28.09.2023 Jara: 28.09.2023

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIN3A

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IlpoaykT: Keropon” Dkenpecc (keToponax) TaGneTkH, IHCHIEPrUpyeMble B mosocTH pra, 10 Mr

Batch No / : V2301890 Batch Quantity / : 3600000 tab /
Cepun Ne O6Lem cepun 3600000 Tabd
Analytical Report No / : 890001690785 Date of Analysis / : 28.09.2023
Apanarndecknii oTuer Ne Jlara apanusa

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JdaTa mpou3BOACTBA I'ogen no

Analysis performed according ND / Anaiu3 nposejiet 1o HJ:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, n3menenne No2 ot 11.11.2022)

Page 50of 8/ Crp. 5 u3 8

8 Related impurities / PoacTBeHHbIE IPUMECH

ketorolac 1-hydroxy analog / Not more than 0.5 % / He Gonee 0,5 %

1-ruapokcruaHaior
KeTOpoJaKa

Below LOD (LOD = 0.0010 %) /
Huxe npenena obuapyxenus (IO =

0.0010 %)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6oxee 0,8 %
1-KeTOoaHAJIOT KETOpOJiaka 0.05%
Any unidentified impurity / Not more than 0.5 % / He 6oxnee 0,5 %
€IVHMYHAA 0.02 %
HeuJeHTH UIMPOBaHHAA
npuMech
Total impurities / 0.1% Not more than 1.0 % / He Gonee 1,0 %
Cymma npumMeceit
9 Water / Bona 2.7% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OctaTo4nble OpraHH4ecKne pacTBOpUTEIH

3 pgltab/
3 MKT B TabyieTke

Not more than 350 pg/tab /
He 6oiee 350 MKr B TabneTke

Isopropyl alcohol /
H3zomnpomnaxon

Conclusion: APPROVED /
3axmouenne: OJOBPEHO
Approved by: Manager/Executive /
Ono6peno: Menemxep / PyKoBoANTEb

Manoj Kumar ,Ynlfé‘,ﬂ
¥ 7] (44

Remarks: The Product conforms to ND/

I[Tpumeuanue: IpopyKT COOTBETCTBYET tpeboBanuam HJI
Prepared by / Checked by /
IMoaroTosneHo: Santosh IIpoeepeHo: Pardeep Kumar

Kumar Maurya % f

Reprint Date / Repriut Date / -
Jara: 28.09.2023 Jara: 28.09.2023

Reprint Date /
JHara: 28.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxenpece (keToposiak) TaGneTkH, ANCHEPrHpyeMble B MOJIOCTH PTa, 10 Mr

Batch No / ': V2301890 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepHH 3600000 Tab
Analytical Report No / : 890001690785 Date of Analysis / : 28.09.2023
AHAJMTHYECKHUH oTUeT No JaTa ananuza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTa npou3BoACTBA I'onen 10

Analysis performed according ND / Ananus nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenune Nel or

27.12.2021, uzmenenne No2 ot 11.11.2022)

Page 6 of 8/ Crp. 6 3 8

11 | Microbial enumeration tests / MuxpoGHosornyeckas yucrora*

a) Total Aerobic Microbial

Not more than 1000 CFU/g /

Count / O61wee yucio NA He Gonee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / Obuiee NA He 6onee 100 KOE/r
YHUCIIO IPOXKIKEBBIX U
IUTECHEBBIX IpHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBe B 1 T
12 Uniformity of dosage units / 55 Acceptance value (AV) not more than

OOHOPOAHOCTD 15.0 / IlpriemouHoe 3Ha4yeHue (AV) He
J03UPOBAHUSA 6onee 15,0.

13 Assay / KosinuecTBeHHOe 10.0 mg / 10.0 Mr From 90mg to 11.0mg of
onpejesieHHe (99.7 %) C1sH;3NO3*C4H 1NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi(s] 1 1,0 M C15H13NO3‘C4H11NO3
(xetoponaka TpoMeramuH) (ot 90,0 1o
110,0 % OT 3asIBIIEHHOrO KOJUYECTBA) B
TabneTke

content /

14 Butylhydroxyanisole
Copep:xxaHue
GyTUITHAPOKCHAHM30/12

0.0971 mg/tab /
0.0971 mr B TabaeTke

Not less than 0.042 mg/tab /
He menee 0,042 mr B TabneTke

Remarks: The Product conforms to ND/
[Mpumeuanue: IpoaykT cooTBeTcTBYET TpeboBanuaM HJL

Conclusion: APPROVED /
3axmiouenue: OJJOBPEHO

Jara: 28.09.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: ?a.?{:fh IMposepeno: Pardeep Kumar | Onobpeno: Menemxep / PykosoauTens

umar Maurya ¥ 1 _ anoj Kumar bh:ﬁ‘_ﬁ
Reprint Date / Reprint Date / Reprint Dawe /

JHara: 28.09.2023

Hara: 28.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTHOMKAT AHAJIN3A www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Skenpecc (keToponak) TadAeTkH, AUCIEPrUPYEMbIE B [I0IOCTH PTa, 10 mr

Batch No / : V2301890 Batch Quantity / : 3600000 tab /
Cephst Ne O6nem cepun 3600000 Tab
Analytical Report No / : 890001690785 Date of Analysis / : 28.09.2023
AHAMMTHYECKHH 0TUYeT No JlaTa anaau3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTra npoH3BOACTBa T'onen no

Analysis performed according ND / Anann3 nposeaen no H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 7of 8 /Crp. 7 u3 8

15 Package / Ynakoeka

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 Tabnerok B
onucrepe w3 (ITA/AJITID ¢
pnaronoriorurenem/I19BIT)

¢onsru // ([13/AJ1) ¢onsru. Io
2 Gnucrepa ¢ MHCTpYKUMEH IO
NPUMEHEHHIO B navyKy

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
tabnerok B 6nuctepe u3 (ITA/AJITID ¢
pnaronornorutenem/IT3BII) doasru //
(T13/AJT) ponbru. [To 1 unu 2 6nuctepa
¢ MHCTPYKUHMEN II0 NPUMEHEHHUIO B
[a4Ky KapTOHHYIO.

16 Labeling / MapkupoBka

According to ND / B cootsetctBuu ¢ HJJ

17 | Storage conditions /
XpaHeHue

Below 25 °C. / Ilpu temneparype He Bbiue 25 °C.

18 Shelf life / Cpok 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.
* [Ipn BBINYCKE JIEKAPCTBEHHOTO NPeNapaTa KOHTPO/Ib KA4ecTBa M0 Nnokasare o «MuKkpoGHooruyeckas
YHCTOTA» MPOBONMTCS A1 KaXx1oi 20-0ii cepuu, HIIM AJisl OIHON CepUH B roj, B 3aBUCUMOCTH OT TOr0, YTO

HACTYNOUT paHbLIE.

Remarks: The Product conforms to ND/
ITpumeyanne: IIpoayKT cooTBeTCTBYET TpeboBanusam HJT

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

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

Hoarorosneno: Santosh ITposepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykosognresb

Kumar Maurya Manoj Kumar /
Qf—j -\'DT Qé_f_.—r

Reprint Date / Reprint Date / Reprint Date /

Jara: 28.09.2023 Hara: 28.09.2023 Jlata: 28.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel - +91 98166 56001-02

CEPTHOHKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon®™ Okcnpecce (ketoponak) Tabnerky, AnCNeprupyeMble B N0JI0CTH pTa, 10 mr

BatchNo / : V2301890 Batch Quantity / : 3600000 tab /
Cepis Ne O6bemM cepun 3600000 Tab
Analytical Report No / : 890001690785 Date of Analysis / : 28.09.2023
AHaJuTHYECKHI oTueT Ne Jara ananusa

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTa npon3BoACTBa TI'ogen mo

Analysis performed according ND / Ananns nposegen mo HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmeHenue Nel or

27.12.2021, nsmenenne Ne2 or 11.11.2022)

Page 8 of 8/ Crp. 8 u3 8

APIname / Haumenosanue ADC:

Ketorolac tromethamine / KeToposiaka
TpOMeTaMMH

INN/MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun nponsBoautens AQC:

ABQHO003986, ABQH003987

FP Manufacturer API Batch number /
Homep cepuu cyGeranuuu npouspogurens I'JId:

FEQA00433, FEQA00434

API Manufactured by & country /
IIponsoantens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c JTaGoparopuc JIta., Mupua

Remarks: The Product conforms to ND/
[Tpumeyanne: [IpogykT cooTBeTCTBYET Tpebosanusm HJ

Conclusion: APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by /
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