Dr.Reddy’s €5¢

=
Viill. ihol, Nalagarh foad, Baddj,

Distr. Solan, H.f, 172 205, INDUA

CERTIFICATE OF ANALYSIS \ A ORIAE SeT

CEPTUOPUKAT AHAJIM3A

v dmreddus. com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpo2ykr: Keropon® Dkcnpece (keToponak) TabaeTkH, AMCIeprupyemble B MOJIOCTH pTa, 10 Mr

BatchNo / : V2301246 Batch Quantity / : 3600000 tab /
CepHs Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001674643 Date of Analysis / : 15.07.2023
AHaJuTHYeckHii oTueT No JaTa anaan3a

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JaTanpousBoacTsa I'open no

Analysis performed according ND / Ananu3 nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or
27.12.2021, uamenenne No2 or 11.11.2022)

Page 1 of 8 /Crp. 1 u3 8

No

N Test / Iloka3aTeanb

Results / PesynbTaThl

Specification / Hopma

1 Description / Onncanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpymbsle, IUIOCKHE
tabetku ¢ ¢ackoif, ceeTyo-
XKENITOr0 LiBeTa C TPaBUPOBKOMH
«l» Ha OIHOI CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrisle, miockue TabneTku ¢ packoi,
CBETJIO-KENTOr0 L[BETA C IPaBUPOBKOH
«» Ha OJHOM CTOpOHE.

2 Identification / IToaiMHHOCTEL

Ketorolac / Kemoponak

a) Byuv/
V®-criektpodhoTOMETpHS

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / V®-coexTpsl
HOTJIONIEHHS HCIIBITYEMOTO PacTBOpa U
pacTBopa  CTaHAapTHOro  obpasua
KETOpoJiaka TpPOMETaMHHa  JAOJDKHBI
HUMETH MAaKCUMYMBI [IDH OJHOM U TOH XKe
JUTHHE BOJIHBI ( 2 HM).

Remarks: The Product conforms to ND/
ITpumeyanue: Ilpoaykrt cooTBercTBYeT TpeboBanusim HJT

Conclusion: APPROVED /
3akawyenune: OJJOBPEHO

Prepared by / Checked by /
IoaroToBneHo: Ramakant ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onob6peno: Mengmkep / Pykosoaurens
Amit Kumar P Sl

o

Reprint Date /
Hara: 15.07.2023

Reprint Date /

Reprint Date / '
Hara: 15.07.2023

Jlata: 15.07.2023

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: L85185AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS ,_:_; :

‘hol, Molagarh Road, Baddi,
Distt. Colur H.P, 172 205, INF!A
66 5500102

Vil |

CEPTHOUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Ketopon® Jkcnpecc (keTopoinak) TabNeTKH, AUCTIEPTMpyeMble B HOJIOCTH pTa, 10 Mr

Batch No / : V2301246 Batch Quantity / : 3600000 tab /
CepHla Ne O0BbeM cepuH 3600000 Tab
Analytical Report No / : 890001674643 Date of Analysis / : 15.07.2023
AHaJIuTHYECKHH oTUeT No JaTa anaanza

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
HJara npousBoacTBa I'onen o

Analysis performed according ND / Ananus nposexen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot
27.12.2021, u3menenne Ne2 ot 11.11.2022)

Page2 of 8/ Crp. 2 u3 8

No

Test / [TokazaTens
Ne

Results / Pe3yabTaThI

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 ynepxuBanHus
OCHOBHOTO MHKa Ha XpOMarorpaMme
HCOBITYEMOr0  pactBopa  JOJIKHO
COOTBETCTBOBATh BpEMEHH
YIEpXUBAaHHS OCHOBHOrO TMHKAa Ha
XpOMATOrpamMMe pacteopa
CTaHAapTHOTO KeTopoJiaka
TpOMeTaMMHa (pazmen
«KONHYeCTBEHHOE OTPENEICHUEN).

obpasia

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

ITpumeuanue: HpoaykT cootBercTByet TpeboBanusm HJI

3akawuenne: OJJOBPEHO

Prepared by /
ITonroroBnexo; Ramjj)llt

il

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Meﬂe,u(xep / PyKOBOIlI/ITeJ'IB

Amit Kumar .._3:,,.’-'"‘

Reprint Date /
Hara: 15.07.2023

Reprint Date /
Hara: 15.07.2023

Reprint Date /
Hara: 15.07.2023

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 ":'.

R r el N g |
LY ARV TS S

Form i;i.L oF Liniks
yill. iKhol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA

CEPTH(P!IKAT AHAJIM3A f=“/.‘ﬁ/.drr@ fdys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dxcnpecc (keToponak) TabieTky, JUCIIEprupyemble B NOJIOCTH pTa, 10 mMr

BatchNo / : V2301246 Batch Quantity / : 3600000 tab /
Cepha Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001674643 Date of Analysis / : 15.07.2023
AnaJurnyecknii oruer Ne Jara apanan3za

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JdaranponzBoacTea T'open no

Analysis performed according ND / Auann3 nposeaen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot
27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page3 of 8/ Crp. 3 n3 8

l;.? Test / Iloxa3aTesnnb Results / Pe3yabTaThl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMopuHHOCTH butylhydroxyanisole peaks on the
Oy THATHMAPOKCHAHU301 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 yAepXHBaHHUA
OUKOB  2-OyTHNTHAPOKCHAHU30MA U
3-0yTHITUAPOKCHAHU30T1a Ha
Xpomarorpamme HCTIBITYEMOTO
pacTBopa HOOJDKHBI COOTBETCTBOBATH
BpeMeHaM yAEpXKUBAHHUS ITUKOB

2-0y TUIrMAPOKCUAHU30Ia u
3-0yTHATUAPOKCUAHU30IIa Ha
XpOMaTorpamMme pacTBOpa
CTaHIAPTHOT'O obpasua
6y THITUAPOKCHAHU30IA (pa3men
«Copnepxanue

6y TUNTHAPOKCUAHU3ONAY).

4 Average weight / Cpegnss
mMacca

69.4 mg / 69.4 mMr 67.2 mgto 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 Mr o 72,8 mMr (70,0 Mr £ 4,0 %).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /

IIpumeuanwue: [IponykT cooTBeTCTBYET TpeboBanusM HJ| 3akmouenne: OJJOBPEHO

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

[ToxrorosneHo: Réiii:llj&r_n [Tporepeno: Pardeep Kumar | Opobpeno: Menemkep / PykoBoaurens
> . Amit Kumar /&( ’\,’\_—/r/,

Reprint Date / Reprint Date / Reprint Date /

Hara: 15.07.2023 Hata: 15.07.2023 MHara: 15.07.2023

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 ":'.

Or Reddy's §

borgtories Lid
Formulation Unit-6

Yill. ihol, Malagarh Road, Baddii,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS 21 451 99166 55001-02
CEPTHOHUKAT AHAJIM3A wdrreddve. com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Dkcrnipece (keToponak) TabneTku, McHeprupyeMele B H0J10CTH pTa, 10 Mr

Batch No / : V2301246 Batch Quantity / : 3600000 tab /
Cepns Ne O06beM cepuu 3600000 tab
Analytical Report No / : 890001674643 Date of Analysis / : 15.07.2023
AHaJTHTHYECKHH oT4yeT No Jlara ananu3za

Date of Manufacture / : Jun.2023 Date of Expiry / ¢ May.2025
JaTta npousBoacTea I'open no

Analysis performed according ND / Auanns nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3amenenne Nel or

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 4 of 8 /Crp. 4 u3 8

No

Test / IloxazaTens
Ne

Results / PesyabsTaThl

Specification / Hopma

Uniformity of weight /
OaHOPOIHOCTH MacChl

Complies / CooTBeTcTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabaerox — ne Gonee = 10 %
2/20 TabneTok — He 6onee = 20 %

5 Disintegration time /

00 min 23 sec / 00 muH 23 cex

Not more than 3 min / He 6onee 3 Mmun

Pacnagaemoctsn
6 Dissolution / PacTtBopenne Unit-1/ Tabn-1 100 % Not less than 75% (Q) of
. C15H13NO3*CsH11NO3 (ketorolac
Unit-2 / Tabn-2 101% tromethamine) in 15 min / He meHee
Unit-3 / Ta61-3 100% | 75% (Q  CisHisNO;*C4H 1 NOs
. . (xeToposiaka  TpOMETaMHMH)  4Yepes
Unit-4 / Ta6n-4 100% 15 MHH
Unit-5 / Tabn-5 103%
Unit-6 / Tabn-6 103%

7 Fineness of Dispersion/
JAucnepcHocTh

Complies / COOTBETCTBYET

A uniform suspension passing through a
710 pm sieve is formed. / O6pasyercs
OJHOPOJHAs CYCHEH3Hs, NPOXOmALIas
CKBO3b CHTO C pa3MEpPOM OTBEpPCTHIA
710 MKM.

Remarks: The Product conforms to ND/

ITpumeyanne: IlpoaykT cooTBeTcTBYET TpeGoBanusam HJJ

Conclusion: APPROVED /
3akaouenne: OJ/IOBPEHO

Prepared by /
INoaroroeneno: Ramakant

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Merﬁ,mep / PykoBoautens

Amit Kumar ,:/}:;/f

Reprint Date /
Jara: 15.07.2023

Reprint Date /
Hata: 15.07.2023

Reprint Date /
Jlara: 15.07.2023

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 Q3¢

CERTIFICATE OF ANALYSIS

O Reddy's Laboratories Lid
Formulation Unit-6

vill. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
T2l 0491 98165 56001-C2

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Okenpece (ketoposiak) TabieTKH, AUCTIEPrMpyeMBle B o10cTH pTa, 10 Mr

Batch No / : V2301246 Batch Quantity / : 3600000 tab /
Cepus Ne O61pem cepuu 3600000 tab
Analytical Report No / : 890001674643 Date of Analysis / : 15.07.2023
AHaauTHYecKni oTyeT No Jlara ananm3za

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JlaTa npou3BoAcTBa TI'onen o

Analysis performed according ND / Ananuns nposeaen no H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel ot

27.12.2021, namenenne Ne2 or 11.11.2022)

Page S of 8/ Ctp. S u3 8

8 Related impurities / PoacTBeHHbIE TPUMeECH

ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He Gonee 0,5 %
1-ruapoKcHaHanor Hinke npeaena o6napyxenus (I10 =
KeTopoJIaKa 0.0010 %)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-keToaHaNOr KeTOpoJiaKa

0.05 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIUHHYHAS
HeuZeHTH(HULUPOBAHHAS 0.05 %
npHUMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymmMma mpumeceit

9 Water / Boga 2.5% Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouyHble OpraHu4eckue pacTBOpUTEIH

Isopropyl alcohol /
H3zonponanon

4 pg/tab /
4 Mxr B TabJieTke

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

Remarks: The Product conforms to ND/
[Mpumevanue: Iponykt cooTBeTcTBYET TpeboBanusam HJL

Conclusion: APPROVED /
3axiaouenune: OJIOBPEHO

Prepared by /
IToarorosneno: Ramakant

Checked by /
[Iposepeno: Pardeep Kumar

=t

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosoaureb

Reprint Date / T

Jarta: 15.07.2023

Reprint Date /
Jara: 15.07.2023

Amit Kumar [& :\,\:_—‘_
Reprint Date /

Jara: 15.07.2023

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

Or Reddy's Laboratories Lid
Formulation Unii-6

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
T2 491 93166 55001-02

CEPTUOHNKAT AHAJIN3A

www.drreddys.coim

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkenpecc (keToposiak) TabIeTKH, TUCIIEPrHPYEMBbIE B IOJIOCTH pTa, 10 Mr

Batch No / : V2301246 Batch Quantity / : 3600000 tab /
Cepns Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001674643 Date of Analysis / : 15.07.2023
AnaJuTHyeckuii oryer Ne JlaTta aHanu3a

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jara npon3Boacrea I'ozen no

Analysis performed according ND / Ananu3 nposeaen mo H/I:
JIII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenune Nel ot

27.12.2021, usmenenue Ne2 or 11.11.2022)

Page 6 of 8/ Ctp. 6 u3 8

11 | Microbial enumeration tests / Muxpo6uonornueckas yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61ee yucio He 6onee 1000 KOE/r
a3pOo6HBIX MUKPO-
OpTaHHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61uee He 6onee 100 KOE/r
YHCIIO APONOKEBBIX U
IJIECHEBBIX TPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBue B 11
12 | Uniformity of dosage units / 2.8 Acceptance value (AV) not more than
OaHopoaHOCTL 15.0 / IlpuemouHoe 3HaueHue (AV) He
JO3UPOBAHHUS 6onee 15,0.
13 Assay / KonnuecTtBeHHOe 10.0 mg/ 10.0 mMr From 90mg to 11.0mg of
omnpegeneHne (99.8 %) CisHisNO3*C4H1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
ao 1 1,0 Mr C|5H13NO3'C4H11N03
(xeroponaka TpoMeTamuH) (ot 90,0 mo
110,0 % oT 3asBIEHHOTO KOJIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0951 mg/tab / Not less than 0.042 mg/tab /
content / ConepxaHue 0.0951 mr B Tabnerke He Menee 0,042 Mr B TabneTke
Gy THArHAPOKCHAHU30/12
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusaM HJ| 3aknawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Ramakant ITposepeno: Pardeep Kumar | Ono6peno: Menekep / PykoBoaurens
M‘ ‘ 1 Amit Kumar DM
,w/ - s
Reprint Date / Reprint Date / Reprint Date /
Jara: 15.07.2023 Hara: 15.07.2023 JHara: 15.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":’.

D, Reddy's Laboratories Lid
Formulation Unie-5

Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS . .01 05160 « 500102

CEPTU®UKAT AHAJIA3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (keTopoiak) TabneTkH, AUCIeprupyemslie B oocTy pra, 10 mr

Batch No / : V2301246 Batch Quantity / : 3600000 tab /
Cepus Ne O0nem cepuu 3600000 Tab
Analytical Report No / : 890001674643 Date of Analysis / : 15.07.2023
AHanuTHYECKHI 0TUeT No Jlara aHamu3a

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jdara nponsBoacTea I'onen no

Analysis performed according ND / Ananns nposeaen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page 7 of 8 / Ctp. 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
omucrepe u3 ([NA/AJIIID ¢
paaromnorjorureneM/I[19BIT)
¢oasru // (I13/AJT) donsru. Ilo
2 Onuctepa ¢ MHCTPYKLMEH IO
NPUMEHEHHIO B mayKy
KapTOHHYO.

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
Tabietok B Guucrepe u3z (ITA/AJI/TIO ¢
snaronoriotutenem/I19BII) ¢onbru //
(I13/AJ1) ponsru. ITo 1 unu 2 Gnuctepa
C HHCTPYKLMEH N0 IPHUMEHEHHIO B
Nayky KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBerctBru ¢ HJ|

17 | Storage conditions /
XpaHeHue

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

18 | Shelf life / Cpox rogHocTn

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.
* [Ipy BbINMYyCKe JIEKaPCTBEHHOr0 MpenapaTa KOHTPOJIb Ka4ecTBa N0 NoKa3aTe/ o «MUKpoOHoI0rnyecKast
YUCTOTA» MPOBOAMTCS AJisi Kaxaoii 20-0it cepuH, HIM JJISl OHOH CEPUH B IO/i, B 3aBUCMMOCTH OT TOI0, YTO

HACTYNIMT paHbUIE.

Remarks: The Product conforms to ND/
IMpumeuanue: [Ipoaykr coorsercTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /
IToaroroeneuno: R

ant
P

Checked by /
[Tposepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
Opnobpeno: Menemiep / PykoBoauresis
Amit Kumar f& > \—

Reprint Date /
Jara: 15.07.2023

Reprint Date /
Jlata: 15.07.2023

Reprint Date /
Jara: 15.07.2023

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 €3¢

Oy Reddy's Laboiatoriss Lid
Formulation Linic-6

ill. Khol, Malagarh Road, Baddi,

Distt. Solan, H.P,, 173 205, INGI1A

CERTIFICATE OF ANALYSIS el +91 98166 B6002-02

CEPTUO®UKAT AHAJW3A www.drrecdys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon® Dkcnpece (keToponak) TabneTKH, AUCIIeprupyeMble B NONOCTH pTa, 10 mMr

Batch No / : V2301246 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001674643 Date of Analysis / : 15.07.2023
AHalnTHYeCKHI 0TUeT Ne Jara anannsa

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JlaTa npon3BoacTea T'ogen oo

27.12.2021, usmenenue Ne2 or 11.11.2022)

Analysis performed according ND / Ananu3s nposeaen no H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

Page 8 of 8 /Crp. 8 m3 8

APIname / Haumenosanue ADC:

Ketorolac tromethamine / Ketoponaka

Homep cepuu cy6cTanumnu nponspoantenst I'JId:

TPOMETaMHH
INN/ MHH: Ketorolac / Ketoposak
API manufacturer batch number /
Howmep cepun npoussoaunteiss A®C: ABQH002209
FP Manufacturer API Batch number / FEQA00214

API Manufactured by & country /
IIpouzsoaurens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pernu'c Jlabopatopuc JIta., Muaus

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeyanue: IpoxykT cooTBeTcTBYET TpeboBanuam HJI 3axmwuenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarororneHo: Ramakant [TpoeepeHo: Pardeep Kumar | Onobpeno: Menemxep / PykoBoautens
Amit Kumar -

‘ / < Av’»\\'—"/
Reprint Date / Y Reprint Date / Reprint Date /
Jara: 15.07.2023 Hara: 15.07.2023 Jara: 15.07.2023
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



