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

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopon® Dkenpecc (keToposiak) TabneTku, AHCIEeprupyeMble B MIOJIOCTH PTa, 10 mr

Batch No / : V2301904 Batch Quantity / : 3600000 tab /
Cepusi Ne O0BeM cepHH 3600000 Tab
Analytical Report No / : 890001690786 Date of Analysis / : 28.09.2023
AHAaTuTHYECKHH oTueT Ne JlaTa anaau3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JlaTa mpou3BoACTBA I'open no

Analysis performed according ND / Ananu3s nposeaen no HJL:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usamenenune Nel or

27.12.2021, uamenenue Ne2 ot 11.11.2022)

Page10f8/Crp. 1 u38

No

Test / IokazaTesb
Ne

Results / PesynsTaTel

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrisle, IUiockue
TabneTku ¢ ¢ackoii, CcBETIO-
JKEJITOro IBETa C TIPaBUPOBKOM
«l» Ha OHOM CTOPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrunbie, miockue Tabnetku ¢ Gackoii,
CBETJIO-KEJITOrO 1IBETa C IPaBUPOBKOM
«|» Ha OJHOM CTOpOHE.

2 Identification / IToJIMHHOCTH

Ketorolac / Kemoponaxk

a) ByuUv/
V®-cnextpodoTomMeTpus

Complies / CoOOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTpsl
MOTJIOINEHUs MCIBITYEMOrO pacTBopa u
pacTBopa  CTaHHAapTHOIo  oOpasua
KETOpONlaka TPOMETaMHUHa  JOJIKHBI
HMMETh MAKCUMYMBI TIPH OHOM H TOH Xe
JUTHHE BOJIHEL (x 2 HM).

Remarks: The Product conforms to ND/
IMpumeuanue: [IpoaykT coorBeTcTBYET Tpebopanuam HJI

Conclusion: APPROVED /
3axiouenne: OJOGPEHO

Prepared by /
IMoaroroeneno: Santosh
M /

Kumar Maurya L@

Checked by /
[poeepeno: Pardeep Kumar

-

Approved hy: Manager/Fxecntive /
Ono6peno: Menemxkep / Pykosoautens

Manoj Kumar g

Reprint Date /
Jara: 28.09.2023

Reprint Date /
Jata: 28.09.2023

Reprint Date /
Jara: 28.09.2023

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



Se Dr. Reddy's Laboratories Ltd.
Dr.Red dy’s ‘;‘ Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TMpoayxr: Keropon" Dxenpece (keToponak) TabneTku, AUCICPrUpPyeMBbI¢ B I0JIOCTH PTa, 10 Mr

Batch No / : V2301904 Batch Quantity / :+ 3600000 tab /
Cepus Ne - O0bem cepun 3600000 Tab
Analytical Report No / : 890001690786 Date of Analysis / : 28.09.2023
AnanuTnyeckHi oTuer Ne Jlara anaansza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTta npon3BoacTBa I'ogen 1o

Analysis performed according ND / Ananus nposeaen o HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or

27.12.2021, uamenenue Ne2 ot 11.11.2022)

Page2 of 8 /Crp. 2 m3 8

No

No Test / Iloka3aTennb Results / Pesynbratel Specification / Hopma

b) By HPLC/B32XX 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  ynepxuBaHus
OCHOBHOTO NHKa Ha XpOMaTorpamme
HCTIBITYEMOrO ~ PacTBOpa  JOJDKHO
COOTBETCTBOBATh BpEMEHH
yIEpXMBaHUA OCHOBHOTO TMMKa Ha
XpoMaTorpamme pacTBopa
CTaHIapTHOrO o0pasna KeTopoJiakKa
TPpOMeTaMKHa (paznen
«KOJIMYECTBEHHOE OTIPENCICHUE)).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanwme: Ilpoaykr cooTBeTcTBYeT TpeboBaHuaM HJI 3akawuenne; OOBPEHO

Prepared by / Checled by / Approved hy: Manager/Exeentive /
IToarorosiieHo: S%sh IIposepeno: Pardeep Kumar | Omobpeno: Menemxep / Pykosomuresns

K M I Manoj K .
umar Maurya /.L _ anoj Kumar 1@ 2—{3()

Reprint Date / Reprint Date / Reprint Date /
Jara: 28.09.2023 Hara: 28.09.2023 JHata: 28.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon™ Dxenpecc (keToposnak) TabneTky, ANCNEPrUpYEMBIC B MOJIOCTH PTd, 10 Mr

Batch No / : V2301904 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepHH 3600000 Tab
Analytical Report No / : 890001690786 Date of Analysis / : 28.09.2023
AHaJuTHYECKHH oTyeT Ne Jara apanusa

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jara npoH3BOACTBA T'onen no

Analysis performed according ND / Ananns nposeaen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2
27.12.2021, usmenenne Ne2 ot 11.11.2022)

from 11.11.2022 / n3menenue Nel or

Page 3 of 8/ C'rp.-3 u3 8

l;.? Test / [loka3aTesib Results / Pe3ynbTathl Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoanuHHOCTL butylhydroxyanisole peaks on the
Gy THIrHAPOKCHAHH301 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 ynepKHBaHMA
MMUKOB  2-OyTUNTUApPOKCHAHU30llA H
3-6y TWITHAPOKCUAHHU30]1a Ha
XpoMarorpamme UCTIEITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATH
BpeMeHaM YAEPXKUBAHUA MHAKOB
2-0yTHITHAPOKCHAHN30JIa 1%
3-0yTHATHAPOKCHAHU30]1a Ha
xXpomarorpamme pacTBOpa
CTaHJapTHOTO obpasua
OYTHITHIPOKCHAHU3014 (pa3men
«CopnepxaHue
GYTHITHAPOKCHAHU3ONIA).
4 Average weight / Cpeansis 69.1 mg/69.1 Mmr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
macca Ot167,2 Mr 10 72,8 mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms

to ND/

Ipumeuanue: [TpoaykT cooTBETCTBYET Tpebosanuam HJ

Conclusion: APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosneno: Santosh IIposepeHo: Pardeep Kumar | Ono6peno: Menemxkep / Pykooaurens
Kumar Maurya éﬁj/ Manoj Kumar =

T — e
Reprint Date / Reprint Date / Reprint Date /
JHara: 28.09.2023 Jlarta: 28.09.2023 Jara: 28.09.2023

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
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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

CEPTHUO®HUKAT AHAJTH3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Dkenpece (keroponak) TabJeTKH, AUCHEPrupyembie B M0JIOCTH pTa, 10 Mr

Batch No / : V2301904 Batch Quantity / :+ 3600000 tab /
Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001690786 Date of Analysis / : 28.09.2023
AnanuTHyecknii oTueT Ne JlaTa aHanu3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JlaTa npon3BOJCTBA I'open no

Analysis performed according ND / Anann3s nposenen no H/L:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3meHenue Nel ot

27.12.2021, namenenue Ne2 ot 11.11.2022)

Page4of 8 /Crp. 4 u3 8

‘1}? Test / [loxa3aTeiib Results / Pe3ynbTaTs Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than £ 10 %
OaHOPOAHOCTbL MACCHI 2/20 tablets - not more than + 20 % /

18/20 Ttabnetox — He Gonee =10 %
2/20 tabnerok — He Gonee + 20 %
5 Disintegration time / 00 min 22 sec / 00 MuH 22 cex Not more than 3 min / He 6onee 3 Mun
PacnmagaemocThb
6 Dissolution / PacTeopeHue Unit-1/ Tabn-1 99% Not less than 75% (Q) of
. Ci5H;3NO3C4H | NO3 (kCtOI‘OlaC
Unit-2 / Ta61-2 99% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 102% | 75% (Q  CisHisNO3*C4HiNOs
) . (keToposiaka  TPOMETAaMHH)  4epes
Unit-4 / Tabn-4 102% 15 MHuH
Unit-5 / Tabn-5 102%
Unit-6 / Tabn-6 102%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JducnepcHocTs 710 um sieve is formed. / ObpasyeTtcs
ONHOpOIHAs CYCIICH3Ms, MPOXOAAIas
CKBO3b CHTO C pa3sMepoM OTBEPCTHIi
710 MKM.

Remarks: The Product conforms

[pumeuanue: ITpoaykxT cooTBeTcTByeT Tpeboranusm HJI

to ND/

Conclusion: APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITogrororneHo: Santogh TTposepeno: Pardeep Kumar | Onobpeno: Menemkep / PykoBoagTens
Kumar Maurya GX{#;_}_ t Manoj Kumar @I
Reprint Date / Reprint Date / Reprint Date /

JTata: 28.09.2023 Hara: 28.09.2023 Jara: 28.09.2023

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 Laboratories Ltd,
Formulation Unit-6

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

Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOUKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Dkenpece (keroponak) TabneTku, AHCNEPrupyeMbIc B N1010CTH pTa, 10 Mr

Batch No / : V2301904 Batch Quantity / : 3600000 tab /
Cepus Ne O0nbem cepun 3600000 Tab
Analytical Report No / : 890001690786 Date of Analysis / : 28.09.2023
AHAJIMTHYECKHH 0TYeT Ne JaTa anaauza

Date of Manufacture / : Sep. 2023 Date of Expiry / . Aug. 2025
JlaTa npon3BoaCTBa T'onen no

Analysis performed according ND / Ananus nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3mMeHenue Nel ot
27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page 5of 8/ Crp. S u3 8

8 Related impurities / PoncTBeHHbIE IpMeECH

ketorolac 1-hydroxy analog /
1-ruapokcraHaior
KEeTOpoJIaka

Below LOD (LOD = 0.0010 %) /
Huxe npenena obuapyxenus (IO =

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

0.0010 %)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHaJIor KETOpOoJiaka 0.04%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eNMHUYHas 0.01 %
HeuIeHTU(H)UUMPOBAHHAS
[PUMECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMa npumecei
9 Water / Bona 2.8% Not more than 7.0% w/w /

He Gosee 7,0 %

10

Residual solvents by GC/ OcTtaTo4yHble OPpranH4ecK1e pacTBOpUTeIH

Isopropyl alcohol /
H3zonponanon

5 pg/tab /
5 MKT B TableTke

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

Conclusion: APPROVED /
3akmwogenue: OJOBPEHO

Remarks: The Product conforms to ND/
[Ipumeyanue: [Ipoaykt cooTseTcTBYET TpeboBaHusm HJ

Prepared hy / Checked by / Approved by: Manager/Executive /
Moarorosnexo: Santosh Iposepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykopoautesnb
Kumar Maurya ) Manoj Kumar i /

ury. _ ] / hD' w(
Reprint Date / Reprint Date / Reprint Date /
Jara: 28.09.2023 Jara: 28.09.2023 Jara: 28.09.2023

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: L85195AP1984PLC004507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@
’ °® Formulation Unit-6
Dr. Reddy S ‘.. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUO®UKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykr: Ketopon® Dkcnipece (ketoposak) TabieTky, AHCTIEPrupyemble B IOJNIOCTH pTa, 10 mr

Batch No / : V2301904 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepUH 3600000 Tab
Analytical Report No / : 890001690786 Date of Analysis / : 28.09.2023
AHaTHTHYECKHH oTUeT Ne JaTa ananu3sa

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jara npon3BoacTBa T'onen oo

Analysis performed according ND / Ananus nposeaen mo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenue Nel ot

27.12.2021, uamenenue Ne2 ot 11.11.2022)

Page 6 of 8 / Crp. 6 n3 8

11 Microbial enumeration tests / MukpoGuoJiornyeckasi 4yucrora*

a) Total Aerobic Microbial Not more than 1000 CFU/g /
Count / Obuiee yucio NA He 6onee 1000 KOE/r
a’pOOHBIX MUKPO-

OpPTaHHU3MOB

b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / O6uiee NA He 6osee 100 KOE/r

YHUCJIO IPOXKIKEBBIX U
TUTECHEBBIX MPHOOB

¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBHE B 1 T
12 | Uniformity of dosage units / 2.8 Acceptance value (AV) not more than
OaHOpPOAHOCTH 15.0 / llpuemoyHoe 3Ha4yeHue (AV) He
JO3UPOBaHMA 6osee 15,0.
13 | Assay/KonunyecTBeHHOE 9.9mg/9.9 Mr From 90mg to 11.0mg of
omnpejesieHle (99.0 %) Ci1sHi3NO3*C4H; NOs (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi(e] 1 1,0 M1 C15H13NO3'C4H11N03
(xetoponaka TpomeramuH) (ot 90,0 no
110,0 % OT 3asBJI€HHOTO KOIWYECTBA) B

TabneTke
14 | Butylhydroxyanisole 0.0965 mg/tab / Not less than 0.042 mg/tab /
content / Copepxanue 0.0965 mr B TabneTke He menee 0,042 mr B TabneTke
Oy THIATHAPOKCUAHU301a
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanwue: Hpoaykr cooTBeTcTBYET Tpebopanusm HJI 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Toarorosneno: Santosh IIposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoznuresns
Kumar Maurya m ol— Manoj Kumar }L}’;ﬂ“”
Reprint Date / Reprint Date / Reprint Date /
Hara: 28.09.2023 Jara: 28.09.2023 Hara: 28.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +31 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  Te| : +91 98166 56001-02
CEPTUO®UKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Dxenpece (keToposiak) TabaeTku, AHCHEPrupyeMbIe B MOI0CTH pTa, 10 mr

Batch No / : V2301904 Batch Quantity / : 3600000 tab /
Cepus Ne O0nem cepun 3600000 Tab
Analytical Report No / : 890001690786 Date of Analysis / : 28.09.2023
AnanarHuyeckuii oTaer Ne Jata ananuza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JlaTa npon3BoacTBa T'omen mo

Analysis performed according ND / Ananus nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, uzamenenue Ne2 or 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 TabieTok B
6nucrepe w3z (IIA/AJVIID ¢
pinaronornorureaem/I13BIT)
¢oneru // (I13/AJ1) donsru. Io
2 6imucTtepa ¢ MHCTPYKLMEH IO
NPUMEHEHHIO B MayKy
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
tabnetox B Gnucrepe u3 (TTA/AJI/IID ¢
sraronornotutenem/I13BII) donsru //
(T13/AJT) donsru. [To 1 unu 2 6nucTepa
C MHCTPYKUWEH 0O MPHUMEHEHHIO B
[a4yKy KapTOHHYIO.

16 | Labeling / MapxupoBka

According to ND / B cootBercTBuu ¢ HJ{

XpaHeHue

17 Storage conditions /

Below 25 °C. / ITpu Temniepatype He Bbile 25 °C.

18 Shelf life / Cpok roaHoctu

2 years / 2 roga

* 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.
* [Ipu BbINyCKe JIEKAPCTBEHHOr0 NpenapaTa KOHTPOJIb Ka4ecTBa No nokasaTenio «MHKpoGuonoruyeckast
YHCTOTA» NPOBOAUTCS AJIs1 Kaxaoii 20-0ii cepuu, UM AJIsl OIHOM CEPUH B rol, B 3aBUCUMOCTH OT TOr0, 4TO

HACTYIIUT PaHbIIIE.

Remarks: The Product conforms to ND/

Tpumeuanue: [IpoaykT cooTBeTcTBYET Tpebosanuam HJI

Conclusion: APPROVED /
3akmwuenue: OJJOGPEHO

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

INoaroroeneHo: Santosh [Tpoeepeno: Pardeep Kumar | Onobpeno: Menenxep / Pykosonurens

Kumar Maurya y Manoj Kumar j
— — Lt oot

Reprint Date / Reprint Date / Reprint Date /

Jara: 28.09.2023 Jara: 28.09.2023 Jara: 28.09.2023

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




‘..9 Dr. Reddy's Laboratories Ltd.,
y & ; )
Formulation Unit-6
DI’. Reddy S o vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS 1. 491 98166 56001-02
CEPTHPHUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykt: Keropon® Dkcnpecc (keToponak) TaGneTkH, HCHEPrupyemMble B MOJIOCTH PTa, 10 Mr

Batch No/ 1 V2301904 Batch Quantity / : 3600000 tab /
Cepns No O0bem cepun 3600000 Tab
Analytical Report No / : 890001690786 Date of Analysis / : 28.09.2023
AHaIHTHYECKHI oTyeT Ne Jlara ananM3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jara nponsBoacTBa T'ogen mo

Analysis performed according ND / Ananus nposegen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, usmenenue Ne2 or 11.11.2022)

Page 8 of 8 /Ctp. 8 m3 8

API name / Haumenosanue A®C: Ketorolac tromethamine / KeToponaka
TPOMETaMUH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number /

Homep cepuu npoussoauteiss APC: ABQHIGSOET

FP Manufacturer API Batch number / :

Homep cepuu cy6cTanuun npoussoaurens I'JId: FEQA00434

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

Ilponssoaurens A®C, crpana: TI-p Pepnu'c Jlabopatopuc JItn., Maaus
Remarks: The Product conforms to ND/ Conclusion;: APPROVED /
Ipumeuanue: [IponykT cooTBeTcTBYeT TpeboBanusaM H/I 3akmouenne: OJJOBPEHO
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