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

CEPTHO®HKAT AHAJTH3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dkenpece (keroposnak) TabneTkH, JUCHEPrupyemsie B MOJOCTH pTd, 10 Mr

Batch No / : V2301312 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepunt 3600000 Tab
Analytical Report No / : 890001676882 Date of Analysis / : 29.07.2023
AnanuTndecknii oryer Ne Jara anaanza

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JlaTa npoH3BOJCTBA T'ogen xo

Analysis performed according ND / Ananu3 nposexen no H/l:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3MeHenHe Nel ot

27.12.2021, uamenenue Ne2 or 11.11.2022)

Page 1of8/Crp. 1 n3 8

No
Ne

Test / IToka3aTeanb

Results / Pe3yapTaThl

Specification / Hopma

1

Description / Onucanue

Light yellow round flat beveled
tablets with "[" debossed on one
side. / Kpymbie, IUIOCKHE
Tabnetku ¢ ¢ackoi, CBETIO-
XEeNTOro IBeTa ¢ TPaBHPOBKOl
«l» Ha ogHOH CTOPOHE.

2

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrnsie, mwiockue Tabnerky ¢ ¢ackoi,
CBETIIO-KENTOr0 LUBETa C IPaBUPOBKOH
«|» Ha OXHO} CTOpOHE.

Identification / TloanHHHOCTD

Ketorolac / Kemoponaxk

a) ByuUv/
Y®-cnekrpodoToMeTpUs

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTpsl
MOTMOLIEHHA MCIBITYEMOTO pacTBopa U
pacTeopa  CTaHmapTHoro  ofpasua
KETOpOJiaKa ~TPOMETaMMHA  JIOJDKHBI
HMETh MaKCHMYMEI IIpU OJHOM U TOH XK€
JUTMHE BOJHBI (+ 2 HM).

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

Tlpumeuanse: IIpoaykT cooTseTcTByeT TpeboBaruam HJT

3axaouenne: OJJOGPEHO

Prepared by /
IMoaroToBneHo: Prawy:sh Rana

Checked by /
[Ipoeepeno: Pardeep Kumar
f

-

<

Approved by: Manager/Executive /
Onobpeno: MeHemxkep / PykoBoanTenb
Manoj Kumar ' .jﬂ“

i

Reprint Date /
Hara: 29.07.2023

Reprint Date /
Hara: 29.07.2023

Reprint Date /
Hara: 29.07.2023

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 ":'.

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

CEPTUPUKAT AHATTH3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxykr: Keropon™ Skenpecce (keToponak) TabneTkH, JUCIEPrHPYEMEIS B TIOJIOCTH PTa, 10 mr

Batch No / : V2301312 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001676882 Date of Analysis / : 29.07.2023
AnanurnyecKuii oryer Ne Jara ananusa

Date of Manufacture / : Jul.2023 Date of Expiry / ¢ Jun.2025
JaTa npoH3BOACTBA T'ogen po

Analysis performed according ND / Ananus nposenen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or

27.12.2021, namenenne Ne2 or 11.11.2022)

Page2 of 8/Cip-2 u3 8

No

No Test / [TlokazaTenb

Results / Pe3ynbTatsl

Specification / Hopma

b) ByHPLC/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  yAepXuBaHHs
OCHOBHOTO TIMKa Ha XpOMaTOTpamMme
HCTBITYEMOTO  DacTBOpa  HOJDKHO
COOTBETCTBOBATH BpPEMEHH
yIepXMBaHUs OCHOBHOIO THKa Ha
XpoMaTtorpamMMme pacTBOpa
CTaHaapTHOro obpasua KeTopoJaka
TpOMeTaMHHa (pa3nen
«KOoNMUIeCcTBEHHOE OTIPEIEIIEHHED).

Remarks: The Product conforms to ND/
| Ipumenanne: [Ipoaykr coorsercTayeT TpeGosanuam HJT

Conclusion: APPROVED /
Zakmouenue: OJJOBPEHO

Jara: 29.07.2023

Prepared by / Checked by / Approved by: Manager/Executive /
Iogrotosneno: Pravesh Rana | Ilposepeno: Pardeep Kumar | Onobpeno: Menemxep / PyxosojuTesnb
A n T =z d
A o _ Manoj Kumar w
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.07.2023

Hara: 29.07.2023

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: L85195AP1984PLCO04507
www.drreddys.com




D R dd , 0..0 Dr. Reddy's Laboratories Ltd,
e 'S Formulation Unit-6
. |4 ® Vill. Khol, Nalagarh Road, Baddi,
: Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTHOHKAT AHAIIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoAykr: Keropon® Bxenpecc (ketoponak) TabneTky, AUCneprapyeMble B TonocTH pra, 10 Mr
BatchNo / : V2301312 Batch Quantity / : 3600000 tab /
|CepRa Ne O0bem cepHH 3600000 Tab
Analytical Report No / : 890001676882 Date of Analysis / : 29.07.2023
AHAMTHYeCKHIi oTueT No JlaTa ananausa
Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JlaTA npoU3BOACTBA T'ogen no
Analysis performed according ND / Ananu3 nposeaen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel or
27.12.2021, namencune Ne2 or 11.11.2022)
’ Page3of 8 /Crp. 3 u3 8
1;: Test / IToxasarenb Results / Pe3ynbrathl Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MoanuHHOCTH butylhydroxyanisole peaks on the
6y TMIIrHIPOKCHAHH30J] 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 ynepKHBaHUA
MHKOB  2-OyTUNrMIpOKCHAaHHu3ONa |
3-6yTUNTHIPOKCHAHH30]1a Ha
XpoMaTtorpaMme UCTIBITYEMOro
pacTBopa JOOIDKHBI COOTBETCTBOBATH
BpEMEHaM YaepXXuBaHUsA IMNKOB
2-0yTHNrHAPOKCHaHH30N1a ¢
3-6yTHNTHAPOKCHAHU3071a Ha
XpoMaTtorpamMmMe pacTBOpa
CTaHAEPTHOT'O obpasua
OYTUITHAPOKCUAHH30IIa (paznen
«Copepxxaune
6YTUITHIPOKCHAHA30IIAN).
4 Average weight / Cpegussa 69.7 mg/ 69.7 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
macca Ot 67,2 Mr xo 72,8 mr (70,0 Mr £ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeyanue: Ilpoayxt cootBeTcTByeT TpeboBanuam HJI 3axaouenne: OJJOBPEHO
Prepared by / | Checked by / Approved by: Manager/Executive /
[onrorosneno; Pravesh Rana | [Ipoeepeno: Pardeep Kumar | Omobpeno: Menemxep / Pykos JAHTETh
(31_{ Manoj Kumar {W
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.07.2023 Hara: 25.07.2023 Hara: 29.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 23999, 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
Tel : +91 98166 56001-02

CEPTHOHKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyrr: Keropon™ Dkenpecc ( KeToposiaK) TabneTku, ANCNEpripyenbic B

nonocty pra, 10 Mr

Batch No / : V2301312 Batch Quantity / : 3600000 tab /
Cepusa Ne O6bem ceplin 3600000 Tab
Analytical Report No / : 890001676882 Date of Analysis / : 29.07.2023
AHaJuTHYEeCKMii oT4yeT Ne JlaTa agaiu3a

Date of Manufacture / : Jul.2023 Date of Expiry/ + Jun.2025
JlaTa Npou3BOACTBA Togeu 0o

Analysis performed according

J1-004929-011119 (amend Ne
27.12.2021, uzmenenne Ne2 or 11.11.2022)

ND / Ananu3s nposefen no HJI:
1 from 27.12.2021, amend Ne2 from 11.11.2022 / namenenne Nel or

Page4 of 8/ Crp.4 m3 8

I}f Test / [loxa3aTeab Results / Pe3yabTaTsl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than + 10 %
OAHOPOAHOCTE MACChl 2/20 tablets - not more than = 20 % /

18/20 Tabnerox — He Gonee +10 %
2/20 Tabierok — He 6onee + 20 %
5 Disintegration time / 00 min 23 sec / 00 MuH 23 cex Not more than 3 min / He Gonee 3 MmuH
PacnagaemMocTb
6 Dissolution / Pacreopenue Unit-1/ Ta6n-1 98% Not less than 75% (Q) of
" C15sH13NO3+C4H11NOs (ketorolac
Unit-2/ Tabn-2 97% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 97% 75% (Q)  CisHisNO3*C4HNO3
. . (keToponaka ~ TPOMETaMHMH)  4epe3
Unit-4 / Tabn4 100% 15 Must
Unit-5 / Tabn-5 101%
Unit-6 / Ta6n-6 101%
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET ‘A uniform suspension passing through a
JucnepcHoCThb 710 pm sieve is formed. / O6pa3yeTcs
OJIHOPOZHAA CYCTIEH3Hsl, MPOXOMAIIAs
CKBO3b CHTO C pa3MEpPOM OTBEPCTHH
710 MxMm.

Remarks: The Product conforms

Ipuveuanue: TTpoAYKT COOTBETCTBYET TPEOOBANIAM HT

to ND/

Conclusion: APPROVED /
3axnouenne: OJJOBPEHO

Prepared by /
IoarotroeneHo: Pravesh Rana

4

Checked by /
Iposepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
Opobpeso: Meremkep / Pykopontenb

Manoj Kumar ‘?ar of
k__ i

Reprint Date /
Jara: 29.07.2023

Reprint Date /
Iara: 29.07.2023

Reprint Date /
Jlara: 29.07.2023

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

CEPTHA®HUKAT AHAJIH3A

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
Ipoiykr: Keropon” Dkenpece (KeToposak) Tabnerks, AucneprupyemMsi¢ B II0JOCTH PTa, 10 mr

Batch No / : V2301312 Batch Quantity / : 3600000 tab /
Cepha Ne O0beM cepuis 3600000 Tab
Analytical Report No / : 890001676882 Date of Analysis / : 29.07.2023
AHAIMTHYECKHHA 0TYeT Ne Nara anaaunza

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JlaTa NpoOH3BOACTBA Tonen 1o

Analysis performed according ND / Ananus nposesen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ usmenenne Nel ot

27.12.2021, mamenenne Ne2 ot 11.11.2022)

Page S of87C’rp. S5uz8

8 Related impurities / PoacTBennble npuMecH

1-ruApOKCHaHATIOT

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /
Huxe npenena oGHapyxenus (10 =

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

He 6onee 7,0 %

KeTopoJaKa 0.0010 %)
ketorolac 1-keto analog/ 0.03 % Not more than 0.8 % / He 6oxee 0,8 %
1-xeToaHaOr KeTopoiaka
Any unidentified impurity / 0.06 % Not more than 0.5 % / He 6onee 0,5 %
eqMHUYHAA
HeUIeHTH(HULHPOBaHHAST
IPUMECH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymmMa npumeceit

9 Water / Boaa 26% Not more than 7.0% w/w /

10 Residual solvents by GC/ OcraTouyHble OpraHMuecKkue pacTBOPHTENH

Isopropy! alcohol /
H3zonponanoin

10 pg/tab/
10 Mxr B TabneTke

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

Remarks: The Product conforms to ND/
1 lpumeuanue; [Tpoaykt coorsercrayet TpeSosannam HJI

Conclusion: APPROVED /
3armouenue: OJOBPEHO

Prepared by /
Iloarotoenexo: Pravesh Rana

i

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Meremkep / Pykosoguresb

Manoj Kumar .
I AL

Reprint Date /
Jata: 29.07.2023

Reprint Date /
Jara: 29.07.2023

Reprint Date /
Hara: 29.07.2023

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 €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

CEPTHOUKAT AHAJIA3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

=

Mpoayxr: Keropon® Dkenpece (keroponax) TabaeTkn, AHCIEprHpyeMbIe B TIONOCTH pTd, 10 Mr -
Batch No / : V2301312 Batch Quantity / : 3600000 tab /

Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001676882 Date of Analysis / : 29.07.2023
Ananuraieckuii oT4er Ne Jara aHann3a

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

Jata npoH3BOACTBA T'open oo

Analysis performed according ND / Ananns nposexen mo H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel oT

27.12.2021, namenenne Ne2 or 11.11,2022)

Page 6 of 8 / Ctp. 6 u3 8

11 | Microbial enumeration tests / MKpo61oornueckas YHcTOTa*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Counl / OGuiee yncno 11e 6once 1000 KOE/r
a3pO6HBIX MHKPO-
OpraH13MoB
b) Total Combined Yeast NA Not more than 100 CFU/g/
and moulds count / Obuee He 6Gonee 100 KOE/r
YHUCIIO OPONOKEBBIX U
IIECHERBIX rpuboB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrcTBHEB 1 T
12 | Uniformity of dosage units / 32 Acceptance value (AV) not more than
OaHOpOANHOCTDL 15.0 / TpuemoyHoe 3HaueHue (AV) He
N03MpOBAHHUSA Gonee 15,0.
13 | Assay/KoandccTeenuoe 10.0 mg /10.0 Mr From 90mg to 11.0mg of
onpeaeJieHHe (99.7 %) C15H13NQ3+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  CisHisNO3*CsH, 'NO;
(xeToponaka Tpomeramus) (ot 90,0 no
110,0 % OT 3asBNEHHOTO KOJHYECTBA) B
Tabnerxe
14 | Butylhydroxyanisole 0.0925 mg/tab / Not less than 0.042 mg/tab /
content / Conep:kaHue 0.0925 mr B Tabnetke He menee 0,042 mr B TabneTke
GYTHATHAPOKCHAHK30J1a

Remarks: The Product conforms to ND/
[pumetdanne: TIPoAYKT COOTBETCTBYEL 1PpebOBUHUIM HJT

Conclusion: APPROVED /
Zurinouenue: QJIOBPEHO

Prepared by /
TloarorosneHo: Praveshl Rana

/

Checked by /
Ilposepero: Pardeep Kumar

v

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykopoautesis
Manoj Kumar =

J)J‘l; y -ifl'

.Reprint Date /
Hara: 29.07.2023

Reprint Date /
Jara: 29.07.2023

Reprint Date /
Hara: 29.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4500 2500, Fax: +91 40 4900 2999, Email: maii@drreddys.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 : +91 98166 56001-02

CEPTH®HKAT AHAJIN3A

www.drreddys.com

IIpoavier: Kerapon®™ Drenpece (ke
AEPOLY

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
roponak) TabneTkH, AUCHepripyemMuic B NOJIOCTH PTa, 10 Mr

Batch No / : V2301312 Batch Quantity / : 3600000 tab /
Cepna Ne O6BbeM cepiii 3600000 Tab
Analytical Report No / : 890001676882 Date of Analysis / : 29.07.2023
AnaauTHHuecKnii ordyeT No Jara anajnza

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JlaTa Npon3BOACTBA Topen po

Analysis performed according ND / Ana/iu3 nposeieH no HA:
JITL-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, w3menenuc Ne2 ot 11.11.2022)

Page 7 of 8/ Crp. 7 u3 8

15 | Package/ ¥naxkoBka

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
onuctepe 13 (ITA/AJIIID ¢
gnaronoriaoturenem/[I3BIT)
donsru // (IT3/AJT) donsru. o
2 6iucrepa ¢ MHCTPYKLMEH [0
NpUMEHEHHUIO B Mauky
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 Guuctepe u3 (ITA/AJVIIS ¢
praronornotyTenem/TIDBIT) osneru //
(IT3/AJT) $onsru. o 1 win 2 6nuctepa
¢ MHCTpyKuMed N0 TPHMEHEHWIO B
na4Ky KapTOHHYIO.

16 | Labeling / MapkupoBKa

According to ND / B cooTsetcTshy ¢ HJL

17 | Storage conditions/
XpaHeHue

Below 25 °C. / TIpn Temneparype He Bbiwe 25 °C.

18 | Shelflife / Cpox roaHocTH

2 years / 2 roza

each 20th batch, or for one batch in a year whichever is earlier.

* [Ipu BLIIYCKE J1IEKAPCTBERNOTO PENapaTa KOHTPOJIb Kate
4KCTOTa» MPOBOAMUTCH IJIA Kaxaoii 20-0f cepuu,

HACTYNMUT paHbile.

* At product release the quality control as per the parameter « Microbial enumeration tests» is performed for

CTBA [0 MNOKa3aTeJjio «Mmcpoﬁnonomqemaﬁ
HIAH JJIS OIHOH CepHd B roa, B 3aBUCHMOCTH OT TOrQ, 4TO

Remarks: The Product conforms to ND/
TNpumeyanne: [IpOAYKT COOTBETCTBYST TPeGOBAHMAM HA

Conclusion: APPROVED /
Zakmouenne; OJOBPEHO

Prepared by /
[Toprotoenexo: Pravesh Rana

{8

Checked by /
INposepero: Pardeep Kumar

ol —

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykorojyrenb
Manoj Kumar . J?h

et

Reprint Date /
Jarta: 29.07.2023

Reprint Date /
IMata: 29.07.2023

Reprint Date /
Jlara: 29.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 25C0, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

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
Hpoayxr: Keropon" Drenpece (keToponak) TabieTky, JUCEprupyembie B MOJIOCTH pTa, 10 Mr

Batch No / : V2301312 Batch Quantity / : 3600000 tab /
Cepust Ne O0bem cepHH 3600000 Tab
Analytical Report No / : 890001676882 Date of Analysis / + 29.07.2023
AHAJMTHYECKAI oTyeT No JlaTta ananu3sa

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
Jara npou3BOACTBA Tonen oo

Analysis performed according ND / Auann3s npoBenen mo HJL:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nal or

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page 8 of 8/ C1p. 8 3 8

API name / Haumernopanune ADC:

Ketorolac tromethamine / Ketoponaka

Homep cepun cyGeranunu npoussoaurens IJIP:

TPOMETAMUH
INN / MHH: Ketorolac / Ketoposnax
API manufacturer batch number /
Homep cepun npouseoguTens APC: HEDEURSIES
FP Manufacturer API Batch number / FEQA00275

API Manufactured by & country /
Ipouseoauteab ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pepmu’c Jlabopartopuc JIta., MHaHs

Remarks: The Product conforms to ND/

1lpumeyanue: | lponyxr cootseTcTBYET Tpebosanuam H)L

Conclusion: APPROVED /
3axmouenue: OIOBPEHO

Prepared by / Checked by /

ITogroToBneHo; Praves‘Z Rana

e

IIposepesio: Pardeep Kumar

o

Approved by: Manager/Executive /
Opo6peno: Menemxep / P}rxun()?;l'renb

Manoj Kumar 37? —,{;ww 7/

Reprint Date / Reprint Date

Jara: 29.07.2023

/

Hara: 29.07.2023

Reprint Date /
JHara: 29.07.2023

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: L85195AP1984PLC0O04507
www.drreddys.com




