Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |td.
Fornmulation Unit-6

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

CEPTUOPUKAT AHAJIA3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon™ Skenpece (Ketoposiak) TabneTku, AMCIEPrupyeMbie B MOJ0CTH pra, 10 Mr

Batch No / : V2400676 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6bem cepun 3600000 Tab
Analytical Report No / : 040002510183 Date of Analysis / : 30.04.2024
AHalHTHYecKH# oTyeT No Jara ananusa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara nponsBoacrea T'ogen oo

Analysis performed according ND / Ananus nposenen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1 of 8/ Crp. 1 u3 8

No

No Test / IlokazaTenn Results / PesynbraThl Specification / Hopma

1 Description / Onucanue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "" debossed on one side. /
side. / Kpyrmpie, mnockue | Kpyrisle, mnockue Tabnetku ¢ Gackoi,
TabneTku C (ackoif, CBETNO- | CBETIO-XENTOro LBETA C MPaBHPOBKOI
XKENTOro LBETa C IPaBUPOBKOH | «I» Ha OXHOM CTOpOHE.
«|» Ha OJHOM CTOpOHE.

2 Identification / [TogmuuEOCTS

Ketorolac / Kemoponaxk

a) Byuv/
V®-cnektpodoTomeTpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cniextphl
TNIOTJIOIUEHHUS UCTILITYEMOTO PacTBOpa
pacTBOpa  cTaHIapTHOro  obpasua
KETOpoJlaka TpOMETaMUHA  JOJDKHBI
HMEeTh MaKCUMYMBI [IPH OJHOHM U TOH XkKe
IUTMHE BOJIHHI (% 2 HM).

Remarks: The Product conforms to ND/
ITpumeyanwe: Ipoxykt cooTBeTcTBYyeT TpeGopanuam HJJ

Conclusion: APPROVED /
3axkawuenune: OJJOBPEHO

Jara: 30.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: Santo& IIposepeHo: Pardeep Kumar | Ono6Gpeno: Menemxkep / PykoBoautens
Kumar Maurya ! Amit Kumar A

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.04.2024

Hara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLCO04507

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

CEPTUOUKAT AHAJIU3IA

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon™ Dkenpece (keToponak) TabiaeTku, JUCTIEPrHpyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2400676 Batch Quantity / : 3600000 tab /
Cepns Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002510183 Date of Analysis / : 30.04.2024
AnanuTHyeckuii oTuer Ne HJaTa ananu3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara nponzBoacTea T'ogen go

Analysis performed according ND / Ananuz nposegen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8/ C1p. 2 3 8

No
Ne

Test / [loxasaren

Results / PesynbTaTs!

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 yzepXuBaHus
OCHOBHOIO IMKa Ha XpoMaToTpaMme

HCOIBITYEMOIO  pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpEMeHH
YIEpKUBAaHUA OCHOBHOTO IHKa Ha
XpoMarorpamme pacTBOpa
CTaHJapTHOro obpasia KeTopoJiaka
TpOMeTaMHHa (pazmen

«KonuiecTeeHHOE onpeaeneﬂne»).

Remarks: The Product conforms to ND/
IIpumeuanue: IlpogykT cooTBercTByeT Tpebopanuam HJI

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Hara: 30.04.2024

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

IToarorosneno: Santosh IMTpoeepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoautens
s L

Kumar Maurya < Amit Kumar ‘/l\»\/

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.04.2024

Jata: 30.04.2024

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: maii@drraddys.com

CIN: L85195AP1984PLCO04507
wwiee dreedrys rom



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

@e
Dr. Reddy’s q:‘ Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 ?6001-02
CEPTUDPUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Dkenpece (keToposak) TabJIETKH, AUCIIEPrHPYEMBIE B IIOJIOCTH pTa, 10 Mr

Batch No / : V2400676 Batch Quantity / : 3600000 tab /
Cephs Ne O0Bem cepun 3600000 Tab
Analytical Report No / : 040002510183 Date of Analysis / : 30.04.2024
AualuTHyecKHi oTyeT No JlaTa anam3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JdaTa nponsBoacrsa Togen o

Analysis performed according ND / Ananus nposeaen no HJI;
JIII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3of8/Crp.3 38

; 0 Test / IlokaszaTenns Results / Pe3ynbTats Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IHoanuHHOCTH butylhydroxyanisole peaks on the
Oy THJITHAPOKCHAHH30J1 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 ynepxHuBaHUA
OUKOB  2-GyTHIATHOPOKCHaHM30a |
3-6y TUATHAPOKCHAHM30J1a Ha
XpoMaTorpaMmme UCTIBITYEMOTO
pacTBopa MOMKHBI COOTBETCTBOBATh
BpeMeHaM yIepKABaHUS MTHKOB
2-GyTHITHAPOKCHAHU30J1A "
3-6y TUITHUAPOKCHAHU30JIa Ha
XpoMarTorpaMmme pacTBopa
CTaHJapTHOTO obpasua
OYTHITHAPOKCHAHH30J1a (pazmen
«CopnepxaHue
OYTHITHAPOKCHAHU30MaY).
4 Average weight / Cpeauss 69.3 mg / 69.3 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot 67,2 Mr ao 72,8 mr (70,0 Mr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IIponykT cootBeTcTBYET TpeboBanuam HJI 3axkmwouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroenewno: Santosh IIposepeno: Pardeep Kumar | Onobpeno: Menemkep / PykoBoautens
Kumar Maurya Gf f Amit Kumar _:_’__',f
Reprint Date / Reprint Date / Reprint Date /
Hata: 30.04.2024 Jara: 30.04.2024 Jata: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: -+91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCO04507
wivw drreddys com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUD®UKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dkenpece (ketoponak) TablIeTKH, AMCTIEPrUPYEMBbIE B MOJOCTH pTa, 10 Mr

Batch No / : V2400676 Batch Quantity / : 3600000 tab /
Cepns Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002510183 Date of Analysis / : 30.04.2024
AHanuTHdecKHii oTueT Ne Jara anannza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara npon3BoacTea T'ogen oo

Analysis performed according ND / Ananu3s uposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page40of8/Cip. 4 u3 8

JI;I.OO Test / ITokazaTennb Results / Peaynsrath Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than + 10 %
OaHOpOAHOCTHL MacChl 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He Gonee + 10 %
2/20 Tabnetrok — He 6omee + 20 %

5 Disintegration time / 00 min 17 sec / 00 mun 17 cex Not more than 3 min / He 6onee 3 Mun
Pacnapaemoctnb

6 Dissolution / PacTBopenune Unit-1/ Ta6n-1 103% Not less than 75% (Q) of

. Ci5H13NO3+C4H |1 NO; (ketorolac
Unit-2 / Tabn-2 10 tromethamine) in 15 min / He menee
Unit-3 / Tabn-3 104% 75 % Q Ci1sHi3sNO3*C4H; NO;

. (xeToposaka  TpoMeTaMuH)  4epes
Unit-4 / Ta6n-4 96% 15 MuH
Unit-5 / Tabn-5 96%

Unit-6 / Ta6s-6 97%
7 Fineness of Dispersion/ Complies / CooTBeTcTBYET A uniform suspension passing through a
JucnepcHocTs 710 pm sieve is formed. / O6pasyercs
OJHOpPORHAA CYCHEH3Us, HPOXOnAIlas
CKBO3b CHUTO C pa3MepoM OTBEPCTHI
710 MKM.
8 Related impurities / PoacTBeHHbIe IpUMecH

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

Ilpumeuanue: Ilpoaykr coorBercTByeT Tpebosanusam HJJ 3axaoyenne: OJOBPEHO

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

IToarorosneno: Santos} ITposepeno: Pardeep Kumar | Omo6peno: Menemxep / Pykosoautens

Kumar Maurya N~ f Amit Kumar /3(1 —

_— i /

Reprint Date / Reprint Date / Reprint Date/

JHata: 30.04.2024 Hara: 30.04.2024 Jara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
vww.drreddys.cuni
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories {td.
Formulation Unit-6

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

www.drreddys.com

CEPTUOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Dxcnpece (keToposnak) TablIeTKH, AUCTIEPrUPYEMBIE B MOJIOCTH pTa, 10 Mr

Batch No / : V2400676 Batch Quantity / : 3600000 tab /
Cepua Ne O0nem cepun 3600000 Tab
Analytical Report No / : 040002510183 Date of Analysis / : 30.04.2024
AHaJnTHYecKHH oTyeT Ne JlaTa anann3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaTta npon3poacTsa I'onen o

Analysis performed according ND / Ananu3s nposeaen nmo H/I;
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page5of8/Crp.Sn3 8

1-ruapokcuaHanor
KeTopoJiaKa

ketorolac 1-hydroxy analog /

ketorolac 1-keto analog/

Below LOQ (LOQ = 0.0032 %) /
Huxe npenena koquuecTBEHHOTO
onpeaenerus ([TKO = 0.0032 %)

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

Not more than 0.8 % / He 6omnee 0,8 %

1-keToaHanor keToponaka 0.07 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eMHUYHAS
HeuneHTHOUIHPOBaHHASL 0.03 %
NpUMech
Total impurities / 0.1% Not more than 1.0 % / He 6osee 1,0 %
CymMma mpumeceit
9 Water / Boaa 24 % Not more than 7.0% w/w /

He 6osiee 7,0 %

10

Residual solvents by GC/ OcTaTo4yHble OpraHuyecKHe pacTBOPUTENH

Isopropyl alcohol /
Hzonponanon

05 pg/tab /
05 MKr B TabneTke

Not more than 350 pg/tab /
He 6osee 350 Mxr B TabneTke

rRemgrks: The Product conforms to ND/
Ilpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanuam HJ

Conclusion: APPROVED /
3akmwouenne: OJOBPEHO

Hara: 30.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Santosh ITposepeno: Pardeep Kumar | Onobpeno: MeHemxkep / PykoBoauTens
Kumar Maurya A Amit Kumar [\ _,_\“—

c’ﬁ”(//— J —
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.04.2024

Hara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4300 2999, Email: maii@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, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHOHNKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Jkcnpecc (keToponak) TabneTkH, AUCHepripyeMble B I0N0CTH pra, 10 Mr

Batch No / : V2400676 Batch Quantity / : 3600000 tab /
Cepus Ne OoBem cepuu 3600000 Tab
Analytical Report No / : 040002510183 Date of Analysis / : 30.04.2024
AHaJMTHYECKHH oT4eT Ne JlaTa ananusa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaTa nponsBoacTBa TI'ogen no

Analysis performed according ND / Ananns nposenen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6of 8/ Crp. 6 m3 8

11 | Microbial enumeration tests / Mukpo6uonoruyeckas yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1iee gucno He 6onee 1000 KOE/r
a3poOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / OGuree He 6onee 100 KOE/r
YHUCIIO PONOKEBBIX U
IUIECHEBBIX TPUGOB
c¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytctBue B 1 T
12 Uniformity of dosage units / 4.0 Acceptance value (AV) not more than
OpHopoaHOCTh 15.0 / IIpuemouHoe 3HaueHUe (AV) He
N03UpPOBAHUSA 6onee 15,0.
13 Assay / KoaunuecTBeHHOE 9.9mg /9.9 mr From 90mg to 11.0mg of
onpezeJieHHe (99.4 %) C1sH13sNO3*C4H | | NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pae} 1 1,0 M@ C15H13NO3‘C4H11N03
(xetoponaka TpomeramuH) (oT 90,0 mo
110,0 % oT 3asBJIEHHOrO KOUYECTRA) B
Tabnerke
14 | Butylhydroxyanisole 0.0925 mg/tab / Not less than 0.042 mg/tab /
content / Conepxanue 0.0925 mr B Tabnerke He menee 0,042 mr B Tabnetxe
Oy TRATHAPOKCHAHU30/12
Remarks: 'I'he Product contorms to N1/ Conclusion: APPROVED /
ITpumeuanwue: IIpoaykr cooTBeTcTRyeT Tpebopanusm HJ 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Santosh Iposepeno: Pardeep Kumar | Ono6peno: Menemxep / PykoBonutens
Kumar Maurya ( = Amit Kumar i
—— = -
Reprint Date / Reprint Date / Reprint Date /
Jata: 30.04.2024 Jara: 30.04.2024 Jata: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei. +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCQO04507

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

CEPTUDPUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkenpece (keToponak) TabieTKH, IUCIIEprupyeMble B MOIOCTH pra, 10 Mr

Batch No / : V2400676 Batch Quantity / : 3600000 tab /
Cepus Ne O0nem cepun 3600000 Tab
Analytical Report No / : 040002510183 Date of Analysis / : 30.04.2024
AHaJuTHYeCKHH oTyeT Ne JlaTa ananu3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara nmponsBoacTea Topen oo

Analysis performed according ND / Anann3 nposenen no H/:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 7 of 8/ C1p. 713 8

15

Package / Ynakopka

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. / Tlo 10 Tabnerok B
6nucrepe u3z (IIA/AJIIID ¢
Bnaronornorurenem/[19BIT)

doneru // (I12/AJ]) donsru. Io
2 OnucTepa ¢ HMHCTpyKLMEH MO

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. / Tlo 10
tabnetok B 6nuctepe us (ITA/AJI/IID ¢
Braronorioturenem/[13BIT) donsru //
(IT3/AJ]) donsru. Ilo 1 unu 2 6nuctepa
C HHCTPYKLHMEH 10 NPHUMEHEHUIO B
[a4yKy KapTOHHYIO.

NpHUMEHEHUIO B
KapTOHHYIO.

nayKy

16

Labeling / Mapkuposka

According to ND / B cootBerctBuu ¢ HJJ

17

Storage conditions /
XpaHeHue

Below 25 °C. / Ilpu Temnepatype He Bbiine 25 °C.

18

Shelf life / Cpok roanocrun

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.
* JIpu BBIMyCKeE JIEKAPCTBEHHOI0 NpenapaTa KOHTPOJ/Ib KA4YecTBa N0 nokasaTtento «MuKpoOuonoruyeckast
YHCTOTA» MPOBOAMTCS AJA KaxAoii 20-o0if cepun, WM AJIst OAHOM cepUM B rofi, B 3aBUCHMOCTH OT TOI0, 4YTO
HACTYIHUT paHblie.

Remarks: The Product conforms to ND/
Ilpumeuanue: [Iponykr coorBeTcTBYeT TpeboraHuaM HJJ

Conclusion: APPROVED /
3akmwouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Noarotoeneno: Santosh ITposepeno: Pardeep Kumar | OmobpeHo: MeHemxkep / PykoBoaurens
Kumar Maurya (ﬁ Amit Kumar c

< b e
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.04.2024 Hara: 30.04.2024 Hara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, 8anjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q_‘."

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories (td.
Formulation Unit-6

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

CEPTUDPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Okenpecc (keToponak) TabaeTky, Aucneprupyemsle B HoaocTH pra, 10 mr

Batch No / : V2400676 Batch Quantity / : 3600000 tab /
Cepus Ne Oovem cepun 3600000 tab
Analytical Report No / : 040002510183 Date of Analysis / : 30.04.2024
AnaJnrHvyecknii oruer Ne Jlara anaausza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaTa nponsBoacTBa I'open no

Analysis performed according ND / Ananau3 npoBenen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8/ C1p. 8 3 8

API name / HaumeHoBanue ADC:

Ketorolac tromethamine / Ketoponaka

Homep cepuu cy6cTtannuu npouseoautens IJID:

TPOMETAMUH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number / ABRH001226
Homep cepuu npounssoaurens A®C:
FP Manufacturer API Batch number / FERA00141

API Manufactured by & country /
IIponseoaurens ADC, crpana;

Dr. Reddy's Laboratories Ltd., India /
H-p Pennw'c Jlaboparopuc JIta., Haaus

Remarks: The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTCTBYET TpeGoBanmsam HJT

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: Santost I1posepeno: Pardeep Kumar | Ono6peHo: Menemxkep / Pykosoaurenb
Kumar M { ‘i Amit K L

um; aurya (4 . umar ./“\M/

Reprint Date / Reprint Date /
Jara: 30.04.2024 Mara: 30.04.2024

Reprint Date /
Jara: 30.04.2024

Registered Office: 8-2-337,-Road No. 3, Banjara Hills, Hyderabad - 5060034, Telangana, india
Tel. +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



