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CERTIFICATE OF ANALYSIS

Dy Reddy's Laberateries Lid
Formulation Unit-6

vYill. Khol, Nalazarh Road, Baddi,

Distt. Salan, H.R, 173 205, [NTIA

Tei: +91 881606 56001-G2

CEPTHOUKAT AHAJIM3A

enyve direddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Okenpecc (keToposnak) TabieTky, AUCHeprupyemsle B MOJIOCTH pTa, 10 Mr

Batch No / 1 V2302442 Batch Quantity / : 3600000 tab /
Cepus Ne Ob6bem cepun 3600000 Tab
Analytical Report No / : 890001705557 Date of Analysis / : 15.12.2023
AnajauTnyecknii oTyer Ne Jarta anainsa

Date of Manufacture / : 11/2023 Date of Expiry / : 1072025
Jara npon3BoacTBa I'onen o

Analysis performed according ND / Ananu3 nposeaen mo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot
27.12.2021, n3menenue Ne2 or 11.11.2022)

Page 1 of 8 /Crp. 1 u3 8

No

Test / IToka3aTennb
No

Results / Pe3ynbTatst

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpymiele, IUIOCKHE
TabneTkn ¢ ackol, cBeTIO-
KEJITOro LBeTa C IPaBHUPOBKOI
«» Ha O[THO# CTOPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrnble, miockue TabneTku ¢ hackoi,
CBETJIO-KENITOTO LIBETA C TPaBUPOBKOM
«l» Ha OJIHOI CTOpOHE.

2 Identification / TloIMHHOCTE

Ketorolac / Kemoponak

a) ByuUv/

V®-cnextpodoTomeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-criekTpsl
TIOTJIOIIEHHST UCTIBITYEMOTO PacTBOpa U
pacTBopa  CTaHZapTHOro  obpasua
KeTOpoJiaka TPOMETAMHHA  JOJIXKHBI
HMETh MaKCUMYMBI [IPU OJIHOM U TOM Xke
JUTHE BOJHEI (£ 2 HM).

I1pumeyanue: [Tponyp

Remarks: The Product-conforms to ND/
cooTeeTcTBYeT Tpebosanusam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / ’y
ITonrorosneno: Pravesh Rana

Checked by /
[MpoeepeHo: Santosh Kumar

Maurya ¢

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pykosoaurens
Manoj Kumar p

Reprint Date /
Hara: 15.12.2023

Reprint Date /
Jarta: 15.12.2023

Reprint Date /
Jara: 15.12.2023
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T R e e
Cidte LRRASHAT

Soad Noy 2, Banjara Hills, Hyderabad - 5

zlangana, indiz
{ z

- un




Dr.Reddy’s 1‘:'.

CERTIFICATE OF ANALYSIS

Or. Redday's Laberateries Lid
Formulation Unit-6

Vill. ¥hol, Malagarh Road, Baddj,

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

Tei: +G1 08166 56001-02

CEPTUOUKAT AHAJIU3A

woydrraddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon® Dkcnpecc (keTopoiak) TableTkH, JHCNIEprupyembie B MoJ0CcTH pTa, 10 mr

Batch No / 1 V2302442 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001705557 Date of Analysis / : 15.12.2023
AHaJauTHYECKHH oTueT No Jara aHasusa

Date of Manufacture / : 11/2023 Date of Expiry / : 1072025
Jdata mpon3BoJcTBa I'open no

Analysis performed according ND / Ananus nposenen no H/L:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3amenenne Nel ot

27.12.2021, namenenue Ne2 or 11.11.2022)

Page 2 of 8/ Ctp. 2 u3 8

No

Test / Iloka3aTeb
Ne

Results / Pe3ynbraTsl

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). / Bpemsa  ynoepXKHBaHUA
OCHOBHOIO MHKa Ha XpOMaTorpamme
HCIIBITYEMOTO  pacTBopa  JIOTDKHO
COOTBETCTBOBATh BpEMEHH
YIOEP)XHMBaH¥si OCHOBHOrO TIHKa Ha
XpoMaTrorpamme pactBopa
cTaHmapTHOro ofpasua KeTopofiaka
TpOMETaMMHa (paznen

«KonuuecTBeHHOE onpeueneﬂue») 0

[pumeuanue: Ipony

Remarks: The Product conforms to ND/
cooTBeTcTBYET Tpebosanusam HJI

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Pravesh Rana

Checked by /
IIporepeHo: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykoroauresns

Manoj Kumar ; _,
R L

Reprint Date /
Jara: 15.12.2023

Maurya ‘ ;
Reprint Date /

Jara: 15.12.2023

Reprint Date /
Hata: 15.12.2023

iorabad - S00034, Telangana, indi
aily mal 2 drreddysiecom
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CERTIFICATE OF ANALYSIS

D Reddy's Lalzoratories Lid
Formulation Unit-6

vili. Khot, Nalagarh Road, Baddij,

Distt. Solan, H.P., 173 205, INDIA
Tel: +21 68165 56001-02

CEPTU®UKAT AHAJIM3A

s drraddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Dkenpecc (keToposak) TabneTKy, AUCIEprUpyeMble B NIOJIOCTH pTa, 10 Mr

Batch No / 1 V2302442 Batch Quantity / : 3600000 tab /
Cepusn Ne O0bem cepuH 3600000 Tab
Analytical Report No / : 890001705557 Date of Analysis / : 15.12.2023
AHanuTHYecKHH oTyeT No JaTta anaiusa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JlaTa npou3BoJacTBa T'open no

Analysis performed according ND / Ananuns nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenune Nel ot
27.12.2021, u3menenne Ne2 or 11.11.2022)

Page30f8/Crp.3u3 8

i.:) Test / ITokazaTenn Results / Pe3ynpTaThl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
NoanuHHOCTL butylhydroxyanisole peaks on the
OyTHIITMAPOKCHAHH30J1 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 ynepXHBaHUA
MUAKOB  2-OyTHITHAPOKCHAHHU30NMA U
3-0yTHITHAPOKCHUAHU30J1a Ha
XpoMaTorpamme HCIIBITYEMOTrO
pacTBopa JMOJDKHBI COOTBETCTBOBAThH

BpeMeHaM YAEpKUBaHUA MUKOB
2-0y THITMIPOKCHAHU30J1a u
3-0y THITHAPOKCHAHU301a Ha
XpOMaTorpaMme pacTtBopa
CTaHAAPTHOTO obpaszna
OYTUITHAPOKCHAHU30JIa (pa3zmen
«ConepxaHue

OYTUITHAPOKCHAHU30JIAN).

4 Average weight / Cpeausis
Macca

69.4 mg / 69.4 mr

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

Remarks: The Product canforms

[Tpumeuanue: [Tpoaykr/cooTBeTcTBYET TpeboBanuam HJI

to ND/

Conclusion: APPROVED /
Bakmouenne: OJJOBPEHO

Prepared by / 4
IMoarorosneno: Pravesh Rana

Checked by /
[MpoepeHo: Santosh Kumar

Maurya @

Approved by: Manager/Executive /

OnobpeHo: Menemxep / Pykosoauresns

Manoj Kumar

Reprint Date /
Jara: 15.12.2023

Reprint Date /
Jlara: 15.12.2023

Reprint Date /
Jara: 15.12.2023

PPN il o G
Foaistered Office: 8-7-2

Tel -+t

8-2-337, Read Mo, 2, Banjara Hill
40 4900 2360, Fax +5
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CERTIFICATE OF ANALYSIS

0. Reddy's Laboerateiies iid
Formulation Unit-6

Vill. ®hal, Nalzgarh Road, Badd,

Distt, Solan, F.P., 173 205, INTiA
Tal:+81 98166 56001-02

CEPTUPUKAT AHAJIM3A

o

v drraddys.coin

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkcnpecc (keToponak) TabeTky, Aucneprupyembie s nonocty pra, 10 mr

Batch No / 1 V2302442 Batch Quantity / : 3600000 tab /
Cepusi Ne O0BbemM cepHH 3600000 Tab
Analytical Report No / : 890001705557 Date of Analysis / : 15.12.2023
AHanuTHYeCKHi oTyeT Ne JaTta ananu3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara nponssoacrea I'onen no

Analysis performed according ND / Auanns nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot
27.12.2021, namenenue No2 ot 11.11.2022)

Page 4 of 8/ Crp. 4 3 8

i.g Test / IlokasaTenn Results / Pe3ynpTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OaHOPOAHOCTH MACCHI 2/20 tablets - not more than = 20 % /

18/20 Tabnetox — He Gomee * 10 %
2/20 tabnerok — He 6onee = 20 %
5 Disintegration time / 00 min 23 sec / 00 MuH 23 cex Not more than 3 min / He 6onee 3 mun
Pacnagaemoctb
6 Dissolution / PacTBopeHue Unit-1/ Ta6a-1 100% Not less than 75% (Q) of
. C1sH13NO3°C4H1NO; (ketorolac
Unit-2 / Ta6n-2 99% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 100% | 75% (Q)  CisHisNO3+C4HiiNOs
) . (xkeTopoNaka ~ TPOMETAMMH)  4epes3
Unit-4 / Tabn-4 100% 15 My
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 101%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JducnepcHOCTH 710 um sieve is formed. / O6pasyercs
OHOPOMHAs CYCHEH3Hs, NPOXOIIas
CKBO3b CHTO C pa3MepoM OTBepCTuUil
710 MKM.

Remarks: The Product conforms

Ilpumeuanue: Hpoz[yKT,;?{JOTBeTCTByeT TpeboBanusM HJJ

to ND/

Conclusion: APPROVED /
3akmogenue: OJOBPEHO

Prepared by / i
Ionrotorneno: Pravedh Rana

Checked by /
IMpoeepeHo: Santosh Kumar

Maurya (ﬁ—

Approved by: Manager/Executive /

OnobpeHo: Menemxkep / PykoBoauresns

Manoj Kumar

'.I'Tn u/}

Reprint Date /
Jara: 15.12.2023

Reprint Date /
Jlara: 15.12.2023

Reprint Date /
Jara: 15.12.2023

v dmeddyscem

alangana, india
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Dr. Reddy's Laborateries Lid,
Formulation Unit-6
vill. Khol, Malagarh Road, Baddj,

Distt. Solan, H.P, 172 205, INDiA
CERTIFICATE OF ANALYSIS | *0% 01605000000
CEPTU®HUKAT AHAJI3ZA WAL GTTEGOYS.Com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Keropon® Okcnpecc (keToponak) TabneTkH, AUCHEPrupyeMbl€ B IOJIOCTH pTa, 10 Mr

Batch No / 1 V2302442 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepHH 3600000 Tab
Analytical Report No / : 890001705557 Date of Analysis / : 15.12.2023
AnanuTniyeckuii oruer Ne Jara apajausa

Date of Manufacture / : 11/2023 Date of Expiry / : 1072025
Jara mpon3sBoacTea T'onen po

Analysis performed according ND / Ananns nposeaen mo H/L:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot
27.12.2021, uzmenenune Ne2 or 11.11.2022)

Page Sof 8/ Ctp. Sn3 8

8 Related impurities / PoncTBenHbie npuMecH
ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %
1-ruipokcUaHanor Huxe npenena o6Hapysxenus (I10 =
KeTopoJlaka 0.0010%)
ketorolac 1-keto analog/ 0.05 % Not more than 0.8 % / He 6onee 0,8 %
1-keToaHaNor KeTopoyaka
Any unidentified impurity / 0.01 % Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHAsL
HengeHTH()UUHNPOBaHHAS
NpUMECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit
9 Water / Boxa 29% Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble Opranuyeckue pacTBOPUTENIH

Isopropyl alcohol /
Uzonponanon

8 ug/tab /
8 MKT B TabneTke

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

IIpumeyanme: HpOlI}'KT/_éOOTB

Remarks: The Product conforms to ND/

eTcTByeT TpeboBanusiaM HJI

Conclusion: APPROVED /
3axawuenune: OJOBPEHO

Prepared by / =
IMoarorosneHo: Pravesh Rana

Checked by /
Ipoeepeno: Santosh Kumar

Maurya ? o
"

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoaurens

Manoj Kumar M
. L

Reprint Date /
Hara: 15.12.2023

Reprint Date /
Hara: 15.12.2023

Reprint Date /
Iara: 15.12.2023
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Dr. Reddy's Laberateries Lid.
’ .... Fprmulation Unit-6 -
Dr, Reddy S @ /ill, ¥hel, Malagarh Road, Be’u!‘t’in,
: Distt. Solan, H.B, 173 205, INDIA
Tel: +91 838166 56001-02
v drieddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon®™ Dkenpecc (keroponak) TablIeTKu, AMCepripyeMbie B M0JI0CTH pra, 10 Mr

Batch No / 1 V2302442 Batch Quantity / : 3600000 tab /
Cepusn Ne O6Bem cepuH 3600000 tab
Analytical Report No / : 890001705557 Date of Analysis / : 15.12.2023
AHaJHTHYECKMH 0TUeT Ne JaTta anann3a

Date of Manufacture / : 11/2023 Date of Expiry / : 1072025
JaTa npou3BoAcTBa I'open 1o

Analysis performed according ND / Ananu3s nposeaen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenune Nel ot

27.12.2021, usmenenne No2 or 11.11.2022)

Page 6 of 8 / Crp. 6 u3 8

11 Microbial enumeration tests / Mukpo6unoJioruyeckasi yucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61ee yucio He 6oiee 1000 KOE/r
a3pOoOHBIX MUKpPO-

OpPraHU3MOB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61ee He 60oisiee 100 KOE/r

YHCIIO APOXKEBBIX U
TIJICCHEBBIX I'pI/I60B

c) Escherichia Coli NA Shell be absent in 1 gram /
OtcytctBue B 1 1
12 Uniformity of dosage units / 4.5 Acceptance value (AV) not more than
OnHopoaHOCTDb 15.0 / ITpremouHoe 3Ha4yeHue (AV) He
JI03UPOBAHHS 6onee 15,0.
13 | Assay/KosaudecTrBeHHOE 9.8 mg/9.8 Mmr From 90mg to 11.0mg of
ompeaesieHue (97.7 %) C15H13NO3*C4H, 1 NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
o 1 1,0 MI C15H13NO3°C4H11N03
(xetoponaka TpomeramuH) (oT 90,0 no
110,0 % OT 3asBJIIEHHOTO KOJIMYECTBA) B

TabneTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: Hpouylgf coOTBeTCTBYeT TpeboBanuaM HJI 3akmouenne: OJJOBPEHO
Prepared by / /L Checked by / Approved by: Manager/Executive /

IMoxarorosneno: Pravesh Rana | IMposepeno: Santosh Kumar | Opo6peno: Menemxkep / Pykosoaurens

Maurya E Manoj Kumar b .
] i | LL[.

Reprint Date / Reprint Date / Reprint Date /
Jara: 15.12.2023 Hara: 15.12.2023 Jara: 15.12.2023
Registered Officer 8-2-337, Anad N 3, Banjara Hitls, Hvderabad - S00034, Telangang, india
Tel: #8140 4500 2900, Fax: =8 1900 2929, Erail: maild@drreddys,com
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® D, Reddy's Laberateries Lid
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? @ Formulation Unit-6

Dr. Reddy S ‘.. vill. Khol, Nalagarh Road, Badcij,
J Distt. Salan, H.P., 173 205, INDIA
Tel 1 +91 63166 56001-02

www. drreddys.corm

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Kertopon® Dkcnpecc (keToposiak) TabieTkH, AMCIEPrHPYEMbIe B TIOJIOCTH PTa, 10 Mr

Batch No / : V2302442 Batch Quantity / : 3600000 tab /
Cepust Ne O0Bbem cepHy 3600000 Tab
Analytical Report No / : 890001705557 Date of Analysis / : 15.12.2023
AHajguTHYecKHi oTyeT Ne JlaTa anaau3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara npon3BoJacTBa T'onen no

Analysis performed according ND / Ananus nposeaen mo HJL:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel or

27.12.2021, uzamenenne Ne2 ot 11.11.2022)

Page 7 of 8/ Crp. 7u3 8

14 | Butylhydroxyanisole 0.0954 mg/tab / Not less than 0.042 mg/tab /
content / Copep:xxkaHue 0.0954 mr B Tabnetke He menee 0,042 Mr B TabneTke
Oy THATrRAPOKCHAHU30]1a
15 | Package/ YnakoBka 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 | Ta6nerox B 6muctepe u3 (ITA/AJIIID ¢
pack. / Ilo 10 Tabnetox B | Bnaromoriorurenem/II3BII) donsru //
6muctepe w3 (TTA/AJI/IID ¢ | (IID/AJT) donsru. ITo 1 win 2 6nucrepa
siaronoriotutesem/I19BIT) C MHCTpPYKUHEH 10 TNpPHUMEHEHHIO B
donbra // (II3/AJT) doneru. Ilo | mauxy KapTOHHYIO.

2 6mucrepa ¢ WHCTPYKLHUEH IO

NPHMEHEHHIO B nayKky
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootBetcTBHH ¢ HJJ

17 | Storage conditions / Below 25 °C. / IIpu temnepatype He Bbie 25 °C.

XpaHeHue

18 Shelf life / Cpok rogHocTH 2 years / 2 roja

* 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.

* TIpu BLINYCKe JIEKAPCTBEHHOro NpenapaTa KOHTPOJIb Ka4yecTea Mo nokasatento «Mukpoduoaornyeckas
YHCTOTA» MPOBOAUTCS AU Kaxaoii 20-0if cepuu, HJIN AJIA OAHOI CEPHH B I'0Jl, B 3aBHCUMOCTH OT TOI'0, 4TO
HACTYIIUT paHbLUE,

Remarks: The Product cenforms to ND/ Conclusion: APPROVED /
ITpumeuanue: Ipox ootsercrByeT Tpedosanuam HJI 3axkmouenne: OJJOBPEHO
Prepared by / > Checked by / Approved by: Manager/Executive /

[MoprortoeneHo: Pravesh Rana | Ilposepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosoaurens

Maurya gf , Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /
Jara: 15.12.2023 Hara: 15.12.2023 Hara: 15.12.2023
Registered Office: §-2-337, Road Ne. 2, Banjara Hills, Hydarabad - 500034, Telangana, india
Mol 491 20 4960 2800, Fax: <52 40 4500 2969, Email: mal@ direddys.com

CIiN: L2B1GSAP1I934PLCO0I50T
wyndireddys.com
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CERTIFICATE OF ANALYSIS

e

D Reddy's Laberateries Lid
Formulation Unit-6

Yill, IKhol, Malagarh Road, Bad«dii,
Distt, Salan, FLiR, 173 205, iND1A
+91 98166 56001-02

v diredadys.com

CEPTUOPHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Ketopon® Dkcnpecc (keToponak) TableTkH, JHCMEPrupyeMble B MOJI0CTH pTa, 10 Mr

: 3600000 tab /

Batch No/ 1 V2302442 Batch Quantity /

Cepus Ne O6nbem cepun 3600000 Tab
Analytical Report No / : 890001705557 Date of Analysis / : 15.12.2023
AnanuTHyecknii oTyer Ne Jlara ananusa

Date of Manufacture / : 1172023 Date of Expiry / : 10/2025
JlaTa npou3BoacTBa T'open no

Analysis performed according ND / Anann3s nposeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel ot

27.12.2021, uzmenenne No2 or 11.11.2022)

Page 8 of 8/ Ctp. 8 n3 8

API name / Haumenoanue ADC:

Ketorolac tromethamine / Ketoponaka

Homep cepun cy6cTanuuu npoussoautes I'JIP:

TPOMETaMUH
INN / MHH: Ketorolac / Ketopomnak
API manufacturer batch number /
Homep cepuu npousBogutens A®C: ABQH005537
FP Manufacturer API Batch number / FEQA00568

API Manufactured by & country /
Ipounssoauteap APC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jla6opatopuc JIta., MHaus

Remarks: The Product c9nforms to ND/

ITpumeuanne: [Ipoayky cooTBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3akawyenue: OJOBPEHO

Prepared by / //L Checked by /
IoarorosneHo: Pravesh Rana

Maurya

IIpoeepeno: Santosh Kumar

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

Manoj Kumar @J—&é

Reprint Date / Reprint Date /

Jlara: 15.12.2023

Hara: 15.12.2023

Reprint Date /
Jara: 15.12.2023

.3, Banjar:

#0140

: Hills, Hyderal

W MS




