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  Te|: +91 98166 56001-02
CEPTU®UKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[ IIponykr: Ketopon® Bxenpecc (keToponax) TableTKH, UcTieprupyeMsle B NOJOCTH pra, 10 Mr

ARATHTHYECKHH oT4eT No

Batch No / : V2301305 Batch Quantity / : 3600000 tab /
Cepus Ne OGbem cepin "~ 3600000 Tab
Analytical Report No / : 890001674924 Date of Analysis / : 17.07.2023

JlaTa aHaJau3a

Jara npoH3BoOJCTBA

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025

Toxen oo

Analysis performed according ND / Ananu3 nposenen mo H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel ot

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page10f8/Crp.1 n3 8

1;,? Test / IlokazaTensn Results / PesyasTaTh! Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled | Light yellow round flat beveled tablets

tablets with "[" debossed on one | with "[* debossed on one side. /
side. / Kpyrmble, miockue | Kpyrisie, nnockue Tabnetku ¢ packoit,
TabneTku ¢ Qackod, CBETIO- | CBEMIO-XENTOro [BETA ¢ IPaBUPOBKO
KEJITOr0 LBeTa C TPaBHPOBKOI | «l» Ha OHOM CTOpOHE.

«» Ha OHO¥M CTOPOHE.

2 Identification / IloaAIHHHOCTH

Ketorolac / Kemoponax

a) Byuv/
V®-cnekTpopoToMeTpusa

Complies / CoOTBETCTBY€ET UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / V®-cnekTpsr
MOTJIOMIEHHS MCIBITYEMOTO PacTBOpa U
pacTBopa  CTaHmapTHoro  obpasua
KeTopoJiaka TpPOMETaMUHA  JTOJDKHBI
HMMETb MAKCHUMYMBI TIPH OIHOH M TOM e
JUTHHE BOJIHEI (£ 2 HM).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IlpooykT cooTBeTcTBYET Tpebosanuam HJL 3axmouenne: OJOBPEHO
Ticparwd by / Cliccked Uy / Approved by: Manager/Txecutive /
Ioarororneno: Shivani Devi | IIposepeno: Pardeep Kumar | Omo6peno: Menepskep / PykoBoaurens
i Amit Kumar [\ .

/5 T cﬁ (-
Reprint Date / Reprint Date / Reprint Date /
Hara: 17.07.2023 Hara: 17.07.2023 JHata: 17.07.2023

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

CIN: L85195AP1984PLC004507
www.drreddys.com



‘. @ Dr. Reddy's Laboratories Ltd.

’ @ Formulation Unit-6

Dr‘ Reddy S L4 Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoayxr: Keropon® Skcnpece (ketoponak) TableTKH, AUCIeprapyeMble B MojocTH pra, 10 Mr

Batch No / 1 V2301305 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001674924 Date of Analysis / : 17.07.2023
AHAITHTHYECKHIT oTyeT No JlaTa aHaIH3a

Date of Manufacture / : Jun.2023 Date of Expiry /. : May.2025
Jdara mpoH3BoIcTBa Tonen po

Analysis performed according ND / Ananus npoBegen mo HJI: -
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenne Nel ot

27.12.2021, usmenenune Ne2 ot 11.11.2022)

Page2 of 8 /C1p. 2 3 8

Test / IlokazaTenn Results / Pesynbratht Specification / Hopma

No
Ne

b) By HPLC/B23XX 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). / BpeMsa ynepxuBaHHA
OCHOBHOTO IIMKa HAa XpOMaTorpaMMme
HCIIBITYEMOr0  pactBopa  [HOJDKHO
COOTBETCTBOBATH BpeMEHH
YIOEPXKHBAHHA OCHOBHOTO MHKa Ha
XpOMaTOrpaMme pacTeopa
CTaHHApTHOrO 0fpaslia KeTopojlaka
TPOMETaMHHa (pazmen
«KonmgecTBeHHOE OnpelenieHue).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusaM HJT 3axkmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Munager/Bxeculive /
IMToarotosneHo: Shivani Devi | Ilpoeepeno: Pardeep Kumar | Omobpeno: Menemkep / PykoBoxuTens
s ;{ Amit Kumar A‘H»\ S
/

Reprint Date / Reprint Date / Reprint Date /
Hara; 17,07.2023 Jlata: 17.07.2023 Jara: 17.07,2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




q. e Dr. Reddy's Laboratories Ltd.
’ °® Formulation Unit-6
Dr’ Reddy S Ne Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITponyxr: Keropon® Sxcnpecc (keToponak) TabeTkH, Avciieprupyemsle B OJIOCTH pTa, 10 Mo

Batch No / : V2301305 Batch Quantity / :+ 3600000 tab /
Cepus Ne O0bem cepHH 3600000 Tab
Analytical Report No / : 890001674924 Date of Analysis / : 17.07.2023
AHAJATHYECKHH oT4eT No JlaTa anasiH3a

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jara npoH3BoACTBA I'open g0

Analysis performed according ND / Ananu3s nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3menenne Nel ot
|27.12.2021, nsmenenne Ne2 ot 11.11.2022)

Page3 of 8 /Crp.3u3 8

1;.? Test / IlokazaTens Results / PesynsTaThl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / ' butylhydroxyanisole and 3-
TMognnHHOCTL butylhydroxyanisole peaks on -the
OYTHATHAPOKCHAHH30T 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 ynepXuBaHHS
NMKOB  2-OYTHITHAPOKCHAHH3ONA K
3-6yTMnruapokcuaHH30JIa Ha
XpoMaTorpamme HCIIEITYEMOTO
pacTeopa MO/DKHBI COOTBETCTBOBATH
BpPEMEHAM  YIEPXKUBAHHA MUKOB
2-0yTHITMAPOKCHAHU30.1a )%
3-0yTWITHAPOKCHAaHU3O0JIA Ha
XpoMaTorpaMme pacrtBopa
CT2HAApTHOTO obpa3na
OYTUITHAPOKCUAHU30TIA (pazzmen
«ConepxaHnue
OyTHNArMAPOKCHAHH30/aY).
4 Average weight / Cpenuss 69.9 mg/ 69.9 Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
macca Ot 67,2 mr mo 72,8 Mr (70,0 Mr £ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanwe: Ilpoaykt cooTeTcTBYET TpeboBanusam HJJ 3akmawuenue: OJMOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[onrorosneno: Shivani Devi | Tlposepeno: Pardeep Kumar | Onobpeno: Menemep / PyxoBoxuTeNE
9 _ Amit Kumar _\\Ar:\,.../-/,,

Reprint Date / Reprint Date / Reprint Date /

Jata: 17.07.2023 Jara: 17.07.2023 Jata: 17.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTHUOHKAT AHAJIM3A

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
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Keropon®™ Skenpece (keToposak) TabieTKH, JHCIEprupyEMbIe B IOJOCTH pTa, 10 Mr

Batch No / : V2301305 Batch Quantity / : 3600000 tab /
Cepnst Ne O0bem cepHH 3600000 tab
Analytical Report No / : 890001674924 Date of Analysis / : 17.07.2023
AHaJIHTHYECKHH 0TYeT No JlaTa ananusa

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JlaTa npoH3BOACTBA Tomen no

Analysis performed according ND / Ananu3 npopeaen mo H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel o

27.12._2021, nimenenue No2 or 11.}1.2022)

Page 4 6f8/CTp. 413 8

No

Test / IlokazaTesan
Ne

Results / PesynbTaTh!

Specification / Hopma

Uniformity of weight /
OxHOPOAHOCTH MACChI

Complies / CooTeTcTBYET

18/20 tablets - not more than £ 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnetox — He 6Gomee = 10 %
2/20 Tabnerok — He Gonee + 20 %

5 Disintegration time /

Pacmrapaananoe

00 min 22 sec / 00 MuH 22 cek

Not more than 3 min / He 6onee 3 Munu

a ﬂbllaﬂavl'lu\«?:’
6 Dissolution / PacTBopeHne Unit-1/ Ta6a-1 103% Not less than 75% (Q) of
. C)sHjaNO3°*CsH11NO3 (ketorolac
Unit=2 / TaGn-2 102% tromethamine) in 15 min / He Meunee
Unit-3 / Ta6n-3 102% | 75% (Q  CisHisNO3*CeH1iNO;
i . (xeTopoJiaka ~ TPOMETaMHH)  Hepe3
Unit-4 / Tabn-4 99 % 18 oy
Unit-5 / Tabn-5 99%
Unit-6 / Tabx-6 99%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepeHOCTD 710 pm sieve is formed. / Obpazyetcs

ONHOpPOJHAS CYCHEH3Us, NPOXOISLIas
CKBO3b CHTO C pa3MepoM OTBEpCTHit
710 MKM.

Remarks: The Product conforms to ND/

TIpumeuanue: [TpoaykT cooTBeTcTBYET TpeGosanusM HJ

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by; Manager/Executive /
IMonrorosneno: Shivani Devi | IIpoBepeHno: Pardeep Kumar | Onobpeno: Menemxep / Pykopoautens
— Amit Kumar B\~
A : Pt
Reprint Date / Reprint Date / Reprint Date / '

JTarar 17 07 2023

Tata- 1707 2023

JlaTa- 17 07 2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s ‘_':‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

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

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

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon™ Skcnpece (keToponak) TabneTku, JucneprupyeMble B HOJOCTH pra, 10 Mr

Bat<ch No / : V2301305 Batch Quantity / : 3600000 tab /
Cephsa Ne O6bem cepHu 3600000 Ta6
Analytical Report No / : 890001674924 Date of Analysis / 1 17.07.2023
AHANMNTHYECKHH oTueT No JlaTa aHaM3a

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jara npon3BoacTBa Tonoeu pno

Analysis performed according ND / Auanus nposenen mo HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, usmenenne Ne2 or 11.11.2022)

PageSof 8/ Ctp. S u3 8

8 Related impurities / PogcTBenHbIe TpuMecH

1-runpokcuananor

ketorolac 1-hydroxy analog /

Below BDL (BDL=0.0010 %)/ Huxe
nopora perucrpaunu (TP =0.0010 %)

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

KeToponaka
ketorolac 1-keto analog/ 0.04 % Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHAJIOT KETOpOiaKa
Any unidentified impurity / 0.06 % Not more than 0.5 % / He 6onee 0,5 %
eNVHIYHAs
HEUAeHTH()UUUPOBAHHAS
NpUMeCh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumMeceit

9 Water / Boga 2.5% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHbIe OPraHu4ecKHe PACTBOPHTEIH

Isopropyl alcohol / 16 pg/tab/ Not more than 350 pg/tab /
H3zonponanon 16 Mkr B Tabnetke He 6onee 350 mxr B Tabnetke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

Ilpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBanusm HT

3axmouenne: OJIOGPEHO

Prepared hy / hecked hy / Approved by: Manager/Executive /
[ToxrorosneHo: Shivani Devi | IIpoeepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykoBoauTens
/g ‘B Amit Kumar =~ A -\
= j _—
Reprint Date / Reprint Date / Reprint Date/ *
Hata: 17.07.2023 Hata: 17.07.2023 Jara: 17.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLC004507

www.drreddys.com




‘.‘ ' Dr. Reddy's Laboratories Ltd.
’ o Formulation Unit-6
Dr. Reddy s °. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUDPHUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxT: Keropon® Okcenpecc (keTopoiak) TabieTku, AUCIIEPrUpyeMble B IIONOCTH pTa, 10 Mr

Batch No/ : V2301305 Batch Quantity / : 3600000 tab /
Cepus Ne OGBbeM cepun 3600000 Tab
Analytical Report No / : 890001674924 Date of Analysis/ : 17.07.2023
AHaJTHTHYECKHIT oTyeT No Jara anannsa

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JaTta npoH3BOACTBA T'open go

Analysis performed according ND / Anann3 nposenen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, n3menenue Ne2 ot 11.11.2022) ) ) ]

Page 6 of 8 / C1p. 6 u3 8

11 | Microbial enumeration tests / Mukpo6uoaornyeckas yucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /

Count / Obiee yncno He Gonee 1000 KOL/r

a3pO6HbIX MHKPO-

OpraHH3MoB

b) Total Combined Yeast NA Not more than 100 CFU/g /

and moulds count / OG1ee He 6onee 100 KOE/r

YUCJIO APOAOKEBBIX K
NNECHEBLIX l'pHGOB

c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBHe B 1 1

12 | Uniformity of dosage units / 5.6 Acceptance value (AV) not more than
OgHopoaHoCTh 15.0 /- Ilpuemo4Hoe 3uauenue (AV) He
HNO3UPOBAaHUS 6osnee 15,0. i

13 | Assay/Konuyecreennoe 9.9mg/9.9 mr From 90mg to 11.0mg of
onpexeneHue (98.8 %) Cy5H;3NO3+C4H,1NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 11,0 mr  C;sH;3NO3*CsH 1 NO3
(xeroponaka TpoMetamuH) (ot 90,0 no
110,0 % oT 3asBNEHHOTO KOJIMYECTBA) B

TabneTKe
14 Butylhydroxyanisole 0.0982 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0982 mr B TabneTke He menee 0,042 mr B TabneTke
6)’TllJ’ll"H}1pOKCH8HHSOJ’la
Remarks: The Product conforms to ND/ ‘Conclusion: APPROVED /
Ilpumeyanue: IIpoaykT cooTBeTcTBYET Tpebopanuam HJL 3axaouense: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Monaroroeneno: Shivani Devi | IIposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosoaurenb
i/ ( Amit Kumar /LA\\_,___ )

: = s
Reprint Date / Reprint Date / Reprint Date /[
Mara- 1707 2023 JlaTa- 17 07 20273 Mara- 1707 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: L85195AP1984P1C004507
www.drreddys.com



Dr.Reddy’s "t’

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Sofan, H.P.,, 173 205, IND|A

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTH®HKAT AHAJIMU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon®™ Dxcnpecc (keroponak) Tabnerku, ucneprupyemsie B nonocty pra, 10 mr

Batch No / : V2301305 Batch Quantity / : 3600000 tab /

Cepus Ne OGbeM cepHH 3600000 Tab
Analytical Report No / : 890001674924 Date of Analysis / : 17.07.2023 ]
AHAJTHTHYECKHIE oTueT Ne JlaTa ananuza

Date of Manufacture / : Jun.2023 Date of Expiry / ¢ May.2025

JlaTa npoH3BoaCTBA TI'ogen no

Analysis performed according ND / Ananu3 nposegen mo HJI:

JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 7 of 8/ C1p. 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 Tabnetox B
6nucrepe uz  (IMA/AJI/TID ¢
BnaronoraotuteneM/[13BIT)
donera // (II2/AJ]) ¢onerz. Ilo
2 Gnucrepa ¢ HHCTpYKLMeH 110
NIPUMEHEHHIO B TIayKy
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 Guucrepe u3 (ITA/AJIVIID ¢
siarorniornotuteneM/I13BII) donbru //
(TII3/AJ1) donbru. Io 1 unm 2 Gnucrepa
C MHCTPYKUHEH M0 TNpPUMEHEHHIO B
HaYKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBercTBUH ¢ H]T

17 | Storage conditions /
XpaHeHue

Below 25 °C. / IIpu Temneparype He Boime 25 °C.

18 Shelf life / Cpox rogHocTH

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.
* IIpu BeINyCKe JIGKapCTBEHHOI0 NPenapaTa KOHTPOAb Ka4ecTBa No NoKa3areaio «MUKpoGHoIoruyecKas
YHCTOTA» NMPOBOAMTCS ANt Kaxaoii 20-ok cepun, LN IS ONHOM CEPHHU B FojA, B 3aBUCHMOCTH OT TOI'0, YTO

HACTYIHT paHbLIe.

Remarks: The Product conforms to ND/
[Ipumeyanue: IIpoaykT cooTBeTCTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3akawuenne: OAOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoarotoneno: Shivani Devi | IIposepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBogutess
— ' Amit Kumar SN §
/ = A*:.//
Reprint Date / Reprint Date / Reprint Date / '

Hata: 17.07.2023

Hara: 17.07.2023

Hara; 17,07,2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltq.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND{A
Tel : 491 98166 56001-02

CEPTUOHKAT AHA

3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poxykt: Keropon® Skcnpece (ketoponak) TabjieTky, IHCHEprupyeMsle B OJOCTH pTa, 10 Mr

Batch No / : V2301305 Batch Quantity / : 3600000 tab/
Cepus Ne O0neM cepuH 3600000 Tab
Analytical Report No / : 890001674924 Date of Analysis / ¢ 17.07.2023
AHAINTHYECKHH oTyeT No JlaTa anaansa

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JlaTa npon3BoACTBA Togen go

Analysis performed according ND / Ananus nposenen no HJI:
JI1-004929-011119 (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 8 of 8 /Crp. 8 m3 8

API name / Haumenopasne A®DC:

Ketorolac tromethamine / Ketoponaka

Howmep cepnu cy6cTanumu npoussoauTens IJID:

TPOMETaMHH
INN/ MHH: Ketorolac / Keroponak
API manufacturer batch number /
Homep cepun npouzeoautesis APC: g LD
FP Manufacturer API Batch number / FEQA00290

API Manufactured by & country /
IipouzBoauTens ADC, crpaua:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c JlabopaTopuc JITA., MHAUA

Remarks: The Product conforms to ND/
Ipumeyanwe: [IponykT cooreTcTRYET TpeboBanuaM HJT

Conclusion: APPROVED /
3axarwuenne: OJJOGPEHO

Prepared by /
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