Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Sclan, H.P., 173 205, INDIA

CEPTHOUKAT AHAJIM3A

Tel : +91 98166 56001-02

B T
INETTECOYE OO

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoxykt: Keropon™ Sxenpece (keToponak) TabACTKH, AMCACPIHPYEMbIC B [TONOCTH PTa, 10 mMr

Batch No / 1 V2302307 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepHu 3600000 Tab
Analytical Report No / : 890001704092 Date of Analysis / : 30.11.2023
AHaJRTHYEeCKHH oT9er Ne Jara ananusza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Mata npoH3BoACTBA T'ozen o

Analysis performed according ND / Auanns nposeaen no H/L:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page1of8/Crp.1n3 8

No

Test / Iloka3zaTens
Ne

Results / Pe3yssTaThi

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnsle, mniockue
Tabnerkd ¢ ackoi, CBeTyIO-
ENTOro 1BETa C IpaBUPOBKOH
«I» Ha 01HOM CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrnbie, ockue TabneTky ¢ packoi,
CBETJIO-XENTOTO LBETa ¢ rPaBUPOBKOM
«» Ha onHOM CTOpOHE.

2 Identification / ITomJIMHHOCTD

Ketorolac / Kemopoaax

a) ByuUv/
V®-criexTpodoTOMETPUS

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac - tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTpsl
MOTIOINEHH!A KCIBITYEMOrO pacTeopa ¥
pacTBOopa  CTaHEapTHOro  ofpasua
KETOpOJNaka TPOMETAMMHA  LOJDKHBI
HUMETh MAKCUMYMBI [IPH OJTHOM U TOH XKe
IUIMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
Ipumeuasue: [Mponyxr cootsercrayet Tpebosannam HIL

Conclusion: APPROVED /
3axawoyenne: OJJOGPEHO

Prepared by / Checked by / : Approved by: Manager/Executive /
IMoarorosyeno: Santosh IIpoeepero: Pardeep Kumar | Ozobpeno: Menemxep / PykoBoaurens
Kumar Maurya Manoj Kumar

&t dd
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.11.2023 Hara: 30.11.2023 Hara: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderzhad - 5012034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Emaii: mail@rirraddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A s rraatdys.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 88166 56001-02

G

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon™ Skenpece (keToponak) Tabierku, ARCHCPTHPYSHMBIC B MOTOCTH

pra, 10 Mr

Batch No / : V2302307 Batch Quantity / : 3600000 tab /
Cepua Ne O06beM cepiit 3600000 Tab
Analytical Report No / : 890001704092 Date of Analysis / : 30.11.2023
AnaguTaIecKHi oTuer Ne Jlata anaju3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara NpoH3BOJCTBA Tonen xo0

Analysis performed according ND / Anasus nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel oy

27.12.2021, uzmenenue Ne2 or 11.11.2022)

Page2 of 8 /Crp. 2 u3 8

No

N Test / INoxazaTeb

Results / PezyabTaTel

Specification / Hopma

b) By HPLC / BOXX

Complies / CooTBETCTBYET

The retention time of the main peak on
the chromatogram of test solution
should comrespond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpemsa yAepXHBaHUA
OCHOBHOTO IMKa Ha XpOMaTorpaMme
KCOBITYEMOrS  pacTeopa  AOJDKHO
COOTBETCTBOBATh BpPEMEHH
yIEePXUBAHWs OCHOBHOTO IMKa Ha
XpOMaTorpaMmme pacTBopa
CTAHJApTHOro ofpasua KeTopoJsiaka
TPOMETaMHHA (paznen
«KOJIMYECTBEHHOE ONPEAETIEHHEN).

Remarks: The Product conforms to ND/

IIpumeuanwe: [Iponykr cooreercreyet Tpeboannam HJT

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IoaroTtoBneHo: Santosh

Kumar Maurya gi

Checked by /
IMposepeno: Pardeep Kumar

<L

Approved hy: Manager/Exeentive /

Opnobpeno: Menemxep / Pykopoautens
Manoj Kumar @J

Reprint Date /
Hara: 30.11.2023

Reprint Date /
Hara: 30.11.2023

Reprint Date /
Jara: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 50034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@driaddys.com
CIN: L85195AP1984PLC00A507

www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHUKAT AHAJIM3A

wsictnine Aheactelioe o -
VAL D TGRS COT

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon™ Dkcnpece (keroponak) TabeTk, IMeneprupyeMbie B MOJIOCTH pTa, 10 Mr

Batch No / : V2302307 Batch Quantity / : 3600000 tab /
Cepus Ne O6Bem cepun 3600000 Tab
Analytical Report No / ¢ 890001704092 Date of Analysis / : 30.11.2023
AHAAHTHYECKHH oTyeT Ne Jlara apanu3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JlaTa npoHM3BOACTBA T'onen no

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

27.12.2021, namenenne Ne2 or 11.11.2022)

Page3 of8 /Crp.3u3 8

1}00 Test / IToxazarenb Results / PesynbTathl Specification / Hopma
3 Identification Complies / CootBeTCTBYET The retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IloaNMHHOCTH butylhydroxyanisole peaks on the
GYTHITHAPOKCHARK30] 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 ynepKuBanHs
nuKoB  2-6YTHITMApPOKCHAHM3ONA H
3-6yTIIITHAPOKCHAHU30]1a Ha
XpoMaTorpamMMe KCIIBITYEMOrO
pacTBopa JOIDKHEI COOTBETCTBOBATh
BpeMeHaM  YJep)KWBAHHS  ITHKOB
2-6yTHITHAPOKCHAHK30JIa "
3-6yTHIrHAPOKCHAHH30IA Ha
XpoMaTorpaMme pacTBopa
CTaHAAPTHOTO obpasua
6yTUNTHAPOKCHAHU30JIa (paznen
«ConepxaHue
6y THITHIPOKCHAHN30IIaN).
4 Average weight / Cpeansas 69.8 mg / 69.8 Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Macca Ot 67,2 Mr 10 72,8 mMr (70,0 Mr+4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanne: [IpoaykT coorsercTBYeT TpeboBanuam HJI 3axmoyenne: OTJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hourorosieno: Santosh Tporepero: Pardeep Kumar | Ogo6pcro: Meuemiep / Pykopoautent
Kumar Maurya Q/"-t Manoj Kumar
X =
Reprint Date / Reprint Date / Reprint Date /
MHara: 30.11.2023 Hara: 30.11.2023 Hara: 30.11.2023

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: LB5195AP1984PLCO04507

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

CEPTUOUKAT AHAJTU3A

VK U EORY S 1GIT

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon”™ Sxenpecc (keTopoak) TabneTkH, icnepripyemeie B nojocty pra, 10 vr

: 3600000 tab /

Batch No/ : V2302307 Batch Quantity /

Cepusn Ne O6beM cepiit 3600000 Ta6 |
Analytical Report No / : 890001704092 Date of Analysis / : 30.11.2023
ARaJHTHYECKHH oT4yeT No Jlara aHanaH3a _

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025

JlaTa NnpoH3BOACTBA T'open no

Analysis performed according ND / AnaJsiu3 npoBeAeH no H:
JT1-004929-011119 (amend Nel from 27.12.2021, amend
27.12.2021, mamenenne Ne2 ot 11.11.2022)

N2 from 11.11.2022 / usmenenue Nel ot

Page4of8/Crp.4n3 8

I;g Test / IlokasaTcib Results / Pe3ynbTaTsl Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than + 10 %
OaHOpOJHOCTH MACChI 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He Gomee +10 %
2/20 TabneTox — He 6osee + 20 %
5 Disintegration time / 00 min 20 sec / 00 muH 20 cex Not more than 3 min / He Gonee 3 MUH
PacniagaeMocTh
6 Dissolution / PacTBopenue Unit-1/ Tabn-1 103% Not less than 75% (Q) of
B} Ci15sH3NO3+C4H 1 NO3 (ketorolac
Unit-2 / Ta6s-2 102% tromethamine) in 15 min / He mexee
Unit-3 / Ta6x-3 97% 75% (Q)  CisHisNO3*C4HuNO;
) (keToponiaka  TPOMETAMMH)  “epes
Unit-4 / Tabn-4 100% 15 MuH i
Unit-5 / Tabn-5 100%
Unit-6 / Tabxn-6 101%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JMcnepcHOCTh 710 pm sieve is formed. / Obpasyercs
ONHOPONHas CYCIEH3HA, NPOXONsIlas
CKBO3b CHTO C pa3sMepOM OTBEPCTHH
710 MxM.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: Hpoaykr coorsercrsyer Tpebosannam HJL 3akmouenne: OJJOBPEHO

Prepared by / Checked by / . Approved by: Manager/Executive /
[Toaroroeneno: Santosh Iposepeno: Pardeep Kumar | Onobpero: Menenxep / PykoBOAKTEIS
Kumar Maurya (/L Mauuj Kumar 1 ' ;E : ]ﬂ

—_— —
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.11.2023 Jarta: 30.11.2023 JlaTa: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500734, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85185AP1984P1C004507

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  Tel: +91 98166 56001-02
CEPTUDOHKAT AHATHA3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[poaykr: Keropon™ Dxenpecc (keroponak) Tab/ieTkH, AMCHCprupyemMblc B MONOCTH pra, 10 Mr

Batch No / : V2302307 Batch Quantity / : 3600000 tab /
Cepusi Ne O6neM cepuit 3600000 Tab
Analytical Report No / : 890001704092 Date of Analysis / : 30.11.2023
AHaJTMTHIECKHH oTyeT Ne Jara apaansa _

Date of Manufacture / : 1172023 Date of Expiry / + 10/2025
JlaTa npoM3BO/ICTBA T'open n0

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

27.12.2021, uamenenne Ne2 ot 11.11.2022)

PageSof8 /Crp. Su3 8

8 Related impurities / PogcTeennble npiMecH

ketorolac 1-hydroxy analog /
1-ruapoxcHaHaor

Below LOD (LOD = 0.0010 %) /
Huwxe npenena oGHapyxenus (110 =

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

KeTopoJiaka 0.0010%)
ketorolac 1-keto analog/ 0.05 % Not more than 0.8 % / He 6onee 0,8 %
1-keToaHAIOT KETOpOJIaKa '
Any unidentified impurity / 0.02 % Not more ihan 0.5 % / He Sonce 8,5 %
eJUHWIHas
HeHIeHTH(QULIMPOBAHHAA
NpUMeECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMa mpuMecei
9 Water / Bona 2.6 % Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTo4uHbIe OpraHH4ecKHe pacCTBOPHTEH
" Tsopropyl alcohol / 10 pg/tab / Not more than 350 pg/tab /
Hzonponaxon 10 mkr B TabneTke He 6onee 350 MKr B TabxeTke

Remarks: The Product conforms to ND/

[Mpumeuanue: [TponykT coorsercTRyeT TpeGopanusm HIT

T Conclusion: APPROVED /
3axmovenne: OJIOEPEHO

Prepared by / Checked by / | Approved by: Manager/Executive /
ToarotosneHo: Santosh Iposepeno: Pardeep Kumar | Opo6peno: Menemxep / PYKOBOIWTEITL
Kumar Maurya \ f Manoj Kumar E E: "

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.11.2023 Hara: 30.11.2023 Jara: 30.11.2023

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 ":’.

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

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

CERTIFICATE OF ANALYSIS  1¢|:+91 98166 56001-02
CEPTHP®HKAT AHAJIH3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Bxenpecc (keToponak) TabneTiH, AHCIEPTHPYEMBIE B IIOIOCTH PT4, 10 Mr

Batch No / 1 V2302307 Batch Quantity / : 3600000 tab /
Cepus Ne O6peM cepin 3600000 Tab
Analytical Report No / : 890001704092 Date of Analysis / : 30.11.2023
ApanaTHyecknd oTder No Hata anannza

Date of Manufacture / :11/2023 Date of Expiry / : 10/2025
JlaTa npoOH3BOJACTBA T'ongeu o

Analysis performed according ND / Ananus nposesen no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3meHexune Nel or

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page 6 of 8/ Ctp. 6 u3 8

i1 | Microbial enumeration tests / Mukpo6uooruyecKkas 4ncrora®
a) Total Aerobic Microbial : Not more than 1000 CFU/g /
Count / O61wuee uncio NA He 60nee 1000 KOE/r
a’pOOHBIX MHKPO-
OpraHH3MOB
b) Total Combined Yeast Not more than 100 CFU/g/
and moulds count / O6uiee NA He 6onee 100 KOE/r
YHCIIO APOFOKEBEIX H
TUIECHEBLIX TPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBue B 1 T
12 | Uniformity of dosage units / 2.7 Acceptance value (AV) not more than
OnHOPOAHOCTL 15.0 / TpueMounoe 3HayeHue (AV) He
JIO3HPOBAHHA 6osee 15,0.
13 | Assay/KonnuecTBeHHOE 9.8 mg/9.8 Mr From 90mg to 11.0mg of
onpeaejieHue (97.9 %) Ci15sH13sNO3+CsH11NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 MT
o 11,0mr  CsH(sNO3*CsHi1NOs
(xeToponaka TpomeTamuH) (oT 90,0 mo
110,0 % OT 3asBJICHHOTO KOMHYECTBA) B
TabyeTke
14 | Butylhydroxyanisole 0.0970 mg/tab / Not less than 0.042 mg/tab /
content / CogepxaHue 0.0970 Mr B TabieTke He menee 0,042 Mr B TabneTke
Oy THACHAPOKCHAHH30J12

Remarks: The Product conforms to ND/
[pumeganue: [TpoaykT cootseTcTByeT TpeboBanusam HJT

Conclusion: APPROVED /
3axmouenne: QJJOBPEHO

Jata: 30.11.2023

Hara: 30.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Santosh Ipoeepeno: Pardeep Kumar | OnoGpeno: Menemkep / PyKOBOANTEIh
Kumar Maurya m.- Manaj Kumar
Reprint Date / Reprint Date / Reprint Date /

Tara: 30.11.2023

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: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s “:‘

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

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

CERTIFICATE OF ANALYSIS el : 491 98166 56001-02
CEPTHOUKAT AHANIH3A www.drreddys.com

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

Tipomysr: Keropon™ Skcnpece (Keroponiax) TabaeTkh, AUCNEPrHpYEMbIC B TIONIOCTH PTa, 10 mr

Batch No / : V2302307 Batch Quantity / : 3600000 tab /
Cepns Ne O0pem cepun 3600000 T2b
Analytical Report No / : 890001704092 Date of Analysis / : 30.11.2023
AnajnTHYeCKHi oTIeT Ne Jlara anajn3a

Date of Manufacture / + 11/2023 Date of Expiry/ : 10/2025
JaTa npou3BOACTBA T'open no

Analysis performed according ND / Ananu3 nposeaen no HJL;:

27.12.2021, namenenne Ne2 ot 11.11.2022)

JIM1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / mamenenue Nel o7

Page70f8/C-rp.7u38

2 GnucTepa ¢ MHCTPYKU¥EN IO

15 | Package/YnakoBka 10 tablets in a blister of | 10tablets in a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccan/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 | TabneTok B GmucTEpe U3 (TTA/ATTIS ¢
pack. / Tlo 10 Tabnerok B praronornotutenem/[I3BII) doasru //
6nucrepe w3 (ITA/AJ/IIS ¢ (T13/AJT) donpra. o 1 wmu 2 6nucrepa
praronoryotutenem/II3BIT) ¢ WHCTPYKUMeH 10 NPHMEHEHHIO B
donsry // (TI3/AJI) donera. [lo | Mayxy KapTOHHYIO.

XpaueHune

NPUMEHEHHIO B TagyKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootseTctaus ¢ H]I
17 | Storage conditions/ Below 25 °C. / Ilpu TemriepaType He BenIE 25 °C.

18 | Shelf life / Cpox rogHocTH 2 years / 2 rofa

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

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

* [IpH BbINYCKe JEKAPCTBEHHOrO NPenapaTa KOHTPOIbL KayecTBa No noxasaTeno «Vukpobuonornieckas
WHCTOTA» IPOBOAKTCA s KaxaoH 20-oH cepun, WiIn 1St 0AHOIT CepHA B TOJ, B 33BUCHMOCTH OT TOrO, HTO

HBACTYDUT PaHblle.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Mpumeuanne: [Ipoxykr COOTBETCTBYET TpeGosanmaM HJI 3akmouenne; OJIOBPEHO

Prepared by / Checked by / | Approved by: Manager/Executive /
MogroTosneHo: Santosh TIposepeno: Pardeep Kumar Opo6peno: Menemxep / PyKoBoanTENb
Kumar Maurya gf: QL. Manoj Kumar T Z €
Reprint Date / Reprint Date / Reprint Date /

Jlara: 30.11.2023 Jara: 30.11.2023 Jlara: 30.11.2023

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: L85195AP1984PLC004507
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  Tel:+91 98166 56001-02
CEPTHOHUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponyxt: Keropon® Dkenpece (xeroponak) tabnerkH, ANCHEPrHPYEMEIC B NI0JOCTH PT4, 10 mr

+ 3600000 tab /

JIaTa NpoH3BOACTBA

Batch No / : V2302307 Batch Quantity /

Cepust Ne O6nem cepun 3600000 Tab

Analytical Report No / : 890001704092 Date of Analysis / : 30.11.2023

AnajuTHyecKHii oryer Ne JlaTa anasiuza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Topen po i

27.12.2021, uamenenne Ne2 ot 11.11.2022)

Analysis performed according ND / Aranu3s nposenen no HL:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3memnenue Nel or

Page 8 of 8 /C1p. 8 n3 8

API name / Haumenosanue ADOC:

Ketorolac tromethamine / Ketoponaka

TPOMETAMHH —
INN / MHH: Ketorolac / Keroponax
API manufacturer batch number /
Homep cepun npoussoguTens ADC: CLEIDLIHERES
FP Manufacturer API Batch number / FEQA00501

Homep cepuy cyGeranuuu npoussoantens [JI®:

API Manufactured by & country /
Hponzsoaurens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Peanu'c Jlabopatopuc JlTa., Munns

Remarks: The Product conforms to ND/

Hpumedanne: [IpoyKT COOTBETCTBYET TpeBOBAHUM HJ

Conclusion: APPROVED /
Saxsmogenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TloaroTorneHo: Sa‘nto& Iposepeno: Pardeep Kumar | Omo6peno: Menemkep / PykoBoutens
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