y X w14

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

CEPTHO®HUKAT AHAJIM3A

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

[Pwoduct: Ketorol Express (ketorolac) Orally DisintegratingFablets 10 mg

Hpoayir: Keropon™ Dkenpece (ketoponak) TabNeTKH, JIMCITEPTHPYEMbIE B [10JIOCTH pTa, 10 Mr
P P P P ' pritp I

Batch No / : V2302246 Batch Quantity / : 3600000 tab /
1Cepns Ne O0BbeM cepud 3600000 Tab

Analytical Report No / : 890001698802 Date of Analysis / : 08.11.2023

Ananurudeckuii oruet Ne Jara ananusa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025

JlaTa npou3BoJCTBA TI'onen oo

Analysis performed according ND / Anasnus nposenen no H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel ot

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page 1 of 8/ Ctp. 1 u3 8

No

Test / [TokazaTeanb
No

Results / Pe3ynbTatsl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyraele, miockue
TabneTku ¢ Gackol, CBETIO-
XKEJITOr0 IBE€Ta C IPaBHPOBKOMN
«l» Ha 0HOW CTOPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyribie, muockue Tabnetky ¢ Gackoii,
CBETJIO-KEJITOrO 1IBETa C IPaBUPOBKOH
«|» Ha OTHO¥ CTOPOHE.

2 Identification / ITomIMHHOCTb

Ketorolac / Kemoponax

a) ByUV/

VO-criektpohoTOMETPUA

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTphl
MOTMOMEHHS HCNLITYEMOTO PacTBOpa U
pacTBopa  CTaHmapTHoro  ofpasua
KEeTopoJiaka ~ TPOMETAMMHA  JOJDKHbI
HUMETb MaKCMMYMbI TTPU OJHOM U TOM ke
JUIMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/

[panoriainio: [poayxt cootsereTeyeT Tpedopannam HJT

Conclusion: APPROVED /
Raxmmuenne: OJIORPEHQ

Prepared by /
[HonrotornexHo: Rama kant

b

Checked by /
[MTposepeno: Pardeep Kumar

=l

Approved by: Manager/Executive /

Ono6peno: Menempxkep / Pykospautens
Manoj Kumar @u/uﬁ

Reprint Date /

Jlarta: 08.11.2023

Reprint Date /
Hara: 08.11.2023

Reprint Date /
Jara: 08.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29C0, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys,com
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Dr.Reddy’s Q'!'.

CERTIFICATE OF ANALYSIS

CEPTU®HKAT 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 (Ketor6lac) Orally Disintegrating Tablets 10 mg v
Ipoaykr: Keropon” Dxenpecc (keToposiak) TabieTku, IMCNEPrHpyeMbie B T0JI0CTH pra,.10 mr

e TP, |

Batch No / 1 V2302246 Batch Quantity / : 3600000 tab /
Cepusi Ne O0beM cepuH 3600000 Tab
Analytical Report No / + 890001698802 Date of Analysis / : 08.11.2023
AnanuTHyeckmii oryeT Ne Jara ananusa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JlaTa npou3BoaACTBA Toaen no

Analysis performed according ND / Auann3 npoBe/ieH o HA:

JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel of
27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page 2 of 8 / Ctp. 2 u3 8

No

N Test / [loka3aTesib

Results / PesynpTath

Specification / Hopma

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 yaepxuBaHWA

OCHOBHOI'O IIMKa Ha XpoMarorpamMmme

UCOBITYEMOTO  PacTBopa  JOJDKHO
COOTBETCTBOBATH BpEMEHH
yIEp)XHBaHUs OCHOBHOTO TMKa Ha
XpoMmaTorpamme pacTBopa
cTaHfapTHOro obpas3la KeTopoJiaka
TpOMETaMHHa (pazmen

«KOJHUECTBEHHOE OMIPE/IEICHHUEY).

Remarks: The Product conforms to ND/

Mpunenanve: TIpanykT cooTreTeTRyeT Tpebosannam HJL

Conclusion: APPROVED /
3akmouenne: OIOBPEHO

Jara: 08.11.2023

Jlata: 08.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Rama kant posepeno: Pardeep Kumar | Onobpeno: Menemxep / PYROBOZIMTE/B

@W-\"} C)‘r—" Manoj Kumar Mot /
Reprint Date / Reprint Date / Reprint Date /

Jara: 08.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29C0, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s “5.'.

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIN3A

Tel : 491 98166 56001-02
www.drreddys.com

Gl [ o

Product: Ketorol Express (ketorolac) Orally Disintegradting Tablets 10 mg
.= |poxykr: Ketopon” Dxenpecc (keToponak) TabieTky, AHCHEPrHPyEeMbl€ B FIONI0CTH PTa, 10 mr

Batch No / : V2302246 Batch Quantity / : 3600000 tab /
Cepus Ne O0BbeM cepHn 3600000 Tab
Analytical Report No / : 890001698802 - Date of Analysis / : 08.11.2023
AHaJuTHYeCKHil oTyeT Ne Jara anayiusa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JaTra npon3BOACTBA Tonen g0

Analysis performed according ND / Apasiu3 nposeJeH no HA:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenne Nel ot
27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page30f8/Crp.3 u3 8

No

Test / [Toka3aTenab
Ne

Results / Pe3yabTaTs!

Specification / Hopma

3 Identification
Butylhydroxyanisole /
HoasnHHOCTH

Oy TWJITHAPOKCHAHU30JT

Complies / COOTBETCTBYET

The  retention  times of 2-
butylhydroxyanisole and 3-
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"

section). / BpemeHa yaepXKHUBAHUSA
NMKOB  2-OyTHUNTMApPOKCHAHU30Ja Y
3-0yTWITHIPOKCHAHN301a Ha
Xpomarorpamme HCIILITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBATH
BpEMEHaM YAEPKUBAHUA TTUKOB
2-0yTHITHAPOKCHAHU30J1a "
3-OyTUNrHAPOKCHaHK30J1a Ha
XpOMaTorpaMme pacTBoOpa
CTaHAAPTHOIO obpa3zua
OyTHITHIPOKCHAHH3071a (pazmen
«CopepxaHue

OYTUITMIPOKCHAHH3071a»).

4 Average weight / Cpennsas
macca

69.1 mg/ 69.1 M1

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
Ot 67,2 Mr 1o 72,8 mr (70,0 Mr£ 4,0 %).

Remarks: The Product conforms to ND/

[Mpumeuanse: [pogyxT conrreTaTryeT Tpeboranuam HI

Conclusion: APPROVED /
Bakmouyenue: QJOBPEHO

Prepared by /
IMonrorosneno: Rama kant

s

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauresip

Manoj Kumar ' |
|

Reprint Date /
Hara: 08.11.2023

Reprint Date /
Mara: 08.11.2023

Reprint Date /
Jlata: 08.11.2023

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

www.drreddys.com



Dr.Reddy’s Q':.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIU3A

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

Product: Ketorol Expitess (ketorolac) Orally Disintegrating Tablets 10 mg 5.
Hpoaykt: Keropon® Dkenpecc (ketoposiak) TabeTky, AMCIEprupyemMble B NONOCTH pra, 10 mr

e TE

Batch No / : V2302246 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001698802 Date of Analysis / : 08.11.2023
AHAJIMTHYECKHI oTYeT No Jlara ananausza

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Jdara npousBoacTsa Tonen 1o

Analysis performed according ND / Anann3 nposenen no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11 2022/u3meﬂeﬂue Nel or
27.12.2021, namenenne Ne2 ot 11.11.2022)

Page4of8/Crp. 4 m3 8

1}? Test / [TokasaTennb Results / Pesysnbsratsl 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 Tabnerox — He Oosee + 10 %
2/20 tabnetok — He 6onee £ 20 %
5 Disintegration time / 00 min 21 sec / 00 mun 21 cex Not more than 3 min / He Gonee 3 mun
Pacnagaemocthb
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 101% Not less than 75% (Q) of
. CsH3NO3+C4H 1 NO3 (ketorolac
Unit-2 / Tabn-2 97% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 98% 75%  (Q)  CisHisNO3*CsH NOs
. . (keToponaka ~ TPOMETaMWH)  4Yepes
Unit-4 / Ta6n-4 98% 15 MUH
Unit-5 / Tabn-5 97%
Unit-6 / Tabn-6 101%
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
JducnepcHoCTb 710 pm sieve is formed. / Obpa3zyeTtcs
OIIHOpOJHAs CYCIIEH3HUsl, MPOXOAsALIasn
CKBO3b CHMTO C pa3MepoM OTBEPCTHi
710 MKM.

Remarks: The Product conforms to ND/
[Mpumeuanue: [IpogykT coorBeTcTBYET Tpebopanusm HJI

Conclusion: APPROVED /
3akmwuenne: OJJOGPEHO

Prepared by / Checked by /
IMoarotoeneno: Rama kant [poBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menenxep / PyKDBﬁ,}lHTCﬂb

Manoj Kumar o)

Reprint Date / Reprint Date /
Hara: 08.11.2023 Jara: 08.11.2023

Reprint Date /
Jara: 08.11.2023

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

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
CEPTH®UKAT AHAJIM3A Tel : +91 98166 56001-02
www.drreddys.com
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ST
Ipoaykr: Keropon" Dkenpece (ketoponak) TabneTRH, AUCAEPIHPYEMBIC B TIOJIOCTH pTa, 10 Mr
Batch No / 1 V2302246 Batch Quantity / : 3600000 tab /
Cepusn Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001698802 Date of Analysis / : 08.11.2023
ApanuTuyecKuii oTyer Ne Jara anaauza
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JaTa npousBoacTBa T'open no
Analysis performed according ND / Ananus npoBeJeH 1o HJ:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot
27.12.2021, nsmenenne Ne2 or 11.11.2022)

Page 5 of 8 / Crp. S u3 8

8 Related impurities / PoacTBeHHbie npumecu
ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %
1-ruapokcHaHanor Hxe npenena obnapyxenus (110 =
KETOpoJiaKa 0.0010%)
ketorolac 1-keto analog/ 0.04 % Not more than 0.8 % / He 6oee 0,8 %
1-keToaHaJior KETopoJaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eMHUYHas
HeuaeHTH(ULMpPOBaHHas
IpUMeCh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit
9 Water / Boga 2.5% Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouyHble opraHuyecKie paCTBOPUTETH

Isopropyl alcohol /
W3onponaHnon

8 ug/tab /
8 MKrI B TaOJETKE

Not more than 350 pg/tab /
He 6onee 350 MKr B TabJIeTKE

Remarks: The Product conforms

[Mpumeuanue: [Ipoaykr coorsercryeT Tpedosanmam HJ

to ND/

Conclusion: APPROVED /
3axuarouenue: OJJOBPEHO

Prepared by /
[Moarorosneno: Rama kant

Gt

Checked by /
IMposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Opobpeno: Menemwkep / PykoBoantenb
Manoj Kumar

—

Reprint Date /
Hara: 08.11.2023

Reprint Date /

JHara: 08.11.2023

Reprint Date /
Hara: 08.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29C0, 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, Baddj,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOPUKAT AHAJIM3A

Tel : 491 98166 56001-02
www.drreddys.com

a

Hpoaykt: Keroposr®

Product: Xetorot Express (ketorolac) Orally Disintegrating Tablets 10vmg= :ne. y
Okcnpecc (keTopoJak) TabaeTKH, JUcleprupyeMble B I0J0CTH pTa, 10 mr

Batch No / 1 V2302246 Batch Quantity / : 3600000 tab /
Cepus Ne O6mem cepun 3600000 Tab
Analytical Report No / : 890001698802 Date of Analysis / : 08.11.2023
AHajguTHYeCKHIi oTyeT No Jlara ananu3za

Date of Manufacture / : 10-2023 Date of Expiry / t 09-2025
Jara npousBoacraa I'onen xo

Analysis peirformed according ND / Awanus nposeaen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nzamenenune Nel or
27.12.2021, n3menenue Ne2 ot 11.11.2022)

Page 6 of 8/ Ctp. 6 n3 8

11 | Microbial enumeration tests / Mukpo6uonorndeckas yucrora*
a) Total Aerobic Microbial Not more than 1000 CFU/g /
Count / O61wuee yucno NA He 6onee 1000 KOE/r
a3poOHbIX MHKPO-
OpraHu3MoB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / O6iee NA He 6onee 100 KOE/r
YHCJIO IPOXOKEBBIX U
TJIECHEBBIX TPHOOB
¢} Escherichia Coli NA Shell be absent in 1 gram /
OtcyTtcTBUEB 1 T
12 | Uniformity of dosage units / 6.3 Acceptance value (AV) not more than
OaHopoaHoCTh 15.0 / IlpuemouHoe 3Ha4denue (AV) He
A03HPOBAHUS bonee 15,0.
13 Assay / KotnyecTBeHHOE 10.0 mg/ 10.0 mr From 90mg to 11.0mg of
onpejgeneHue (99.6 %) CisH13NO3+CsH | 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
oo 1 1,0 MF C15H13NO3‘C4H11NO3
(keroponaka TpomeramuH) (ot 90,0 no
110,0 % oOT 3asBIEHHOr0 KONUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0950 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanie 0.0950 mr B Tabnetke He menee 0,042 mr B TabneTke
Oy THJITMAPOKCHAHN30/12

Remarks: The Product conforms to ND/

ITpumenanne: Hponykr coorercrnyet Tpedopanmiam HJT

Conclusion: APPROVED /
3aumocnnc: OJIOBPEHO

Prepared by /
[Toarorosneno: Rama kant

Ao

Checked by /
INpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoguTesnb

Manoj Kumar ot/

Reprint Date /
Jlarta: 08.11.2023

Reprint Date /
Hara: 08.11.2023

Reprint Date /
Jlata: 08.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29C0, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

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
CEPTHOUKAT AHAJIM3A Tel : +91 98166 56001-02

www.drreddys.com .

Product: Ketorol Express (ketorolac) QratlyDisintegrating Tablets 10 mg s SRy -

Ipoxyxr: Keropon™ Dkenpece (KETOPOIAK) TAONCTKH, JIMCAEPrHPYEMBIC B MOIOCTH PTd, 10 Mr

Batch No / : V2302246 Batch Quantity / : 3600000 tab /

Cepus Ne O0neM cepuH 3600000 Tab

Analytical Report No / : 890001698802 Date of Analysis / : 08.11.2023~

AnaxuTudeckuii oryer No Jara aHaam3sa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025

Jlara npou3BoACTBA Toxen no

Analysis performed according ND / Ananns nposegen no HJL:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, usmenenue Ne2 or 11.11.2022)

Page 7 of 8/ Ctp. 7 w3 8

15 | Package/ Ynakoska 10 tablets in a blister of | 10 tabletsina blister 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 | Ta6nertok B Gnuctepe u3 (TTA/AJIIID ¢
pack. / Tlo 10 tabnerox B | Biaronornorutenem/IIOBII) onbru //
Gmucrepe u3  (MTA/AJI/TID ¢ | (ITD/ATD) donbru. Ilo 1 i 2 6nucrepa
snaronoriotutenem/[12BIT) C MHCTpyKIMEH TO MpPUMEHEHUIO B
donbrut // (II3/AJT) doneru. ITo | mayxky KapTOHHYIO.

2 6nuctepa ¢ WHCTPYKLMEH 110
IPUMEHEHUIO B nauky
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cooteetcTBus ¢ H]L
17 | Storage conditions / Below 25 °C. / Ilpu Temniepatype He Boie 25 °C.
XpaHenue
18 Shelf life / Cpok roanocTu 2 years /2 ropa

* 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 JEKAPCTBEHHOr0 MPENnapaTa KOHTPO/Ib Ka4ecTBa M0 MOKa3aTe o «MukpoouogorudecKas
YHMCTOTA» NPOBOAMTCS AJIst KaXKNOM 20-0# cepuu, WM LISl OJHOl CepUH B rojl, B 3aBUCHMOCTH OT TOT0, 4TO

HACTYNHT paHblle,

Remarks: The Product conforms to ND/
[Tpumeuanue: [Iponykr coorsercrayeT Tpebosanuam HJ

Conclusion: APPROVED /
Zaxnwuenne: OJOBPEHO

Prepared by / Checked by /
INoarotosneno: Rama kant I[Iposepero: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: MeHemxep / PykoBQuuTeb
Manoj Kumar i " LL"ﬁ

Reprint Date / Reprint Date /
Hara: 08.11.2023 Jara: 08.11.2023

Reprint Date /
Jara: 08.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: +91 40 4900 2900, Fax: +91 40 4500 2998,

Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF

ANALYSIS

CEPTH®HUKAT AHAJIM3A

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

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

wivw drreddys com

ProduciiK:oiorol Express (ketorolac) Orally Disintegrating Tablets»#0 mg:. -
Ipoaykr: Keropon” Dxenpece (keToponak) TabneTkH, AHCNEPrupyeMble B TIONOCTH pTa, 10 Mr

Batch No / : V2302246 Batch Quantity / : 3600000 tab /
Cepus Ne - O6bem cepuu 3600000 Tab
Analytical Report No / : 890001698802 Date of Analysis / : 08.11.2023
AHanuTHYecKnii oTyer Ne Hata anaausa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Jlara npou3BoACTBA T'onen no

Analysis performed according ND / Ananns nposenen no HJL:

JI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel or
27.12.2021, usmenenune Ne2 or 11.11.2022)

Page 8 of 8/ Crp. 8 u3 8

API name / Haumenosanne ADPC:

Ketorolac tromethamine / Ketoponaka
TpOMETaMuH

Homep cepun cyderanmin npomssoaurens [JI@:

INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /

Homep cepui nponssoanteis ADC: ABQH005389

¥P Manufacturer API Batch number / FEQA00496

API Manufactured by & country /
ITpouszsoanTtens APRC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J1-p Pennu'c JlaGoparopuc Jita., Unnus

Remarks: The Product conforms to ND/
Mpumedanne: TTpoaykT cootseTcTyeT Tpebosanusm HJL

Prepared by /
[MoarotosieHo: Rama kant

Checked by /
[MposepeHo: Pardeep Kumar

Conclusion: APPROVED /
3axmouenue: OJOBPEHO
Approved by: Manager/Executive /

Onobpeno: Menemxkep / Pykoso, b
Manoj Kumar ‘\722% .‘5
L

k
Qo
Reprint Date /

Hara: 08.11.2023

Reprint Date /

Jata: 08.11.2023

Reprint Date /
Hata: 08.11.2023

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

www.drreddys.com




