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

CEPTUO®HKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poayxr: Keropon” Dkenpece (keToponak) TaGneTky, AMCICPrAPYEMbIE B I010CTH pTa, 10 Mr

Batch No / 1 V2200949 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepuu 36,00,000 Tab
Analytical Report No / : 890001592023 Date of Analysis / 24.05.2022
ABanuTHYecKHil oTueT No Jara ananusa

Date of Manufacture / : May.2022 Date of Expiry / Apr.2024
JlaTa npousBoaCTBA T'onen no

Analysis performed according ND / Ananns nposeaen mo H/L:
JITI-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Pagelof 7/Crp. 1 m37

No . .
No Test / IlokasaTens Results / PesysabTarsl 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. / Kpyriele, miockue Kpyruble, MI0CKHE TabNeTKU ¢ (acKo,
TabneTKu ¢ $ackoii, CBETIO- CBETJIO-XKENTOro UBETa C TPaBUPOBKOI
JEJITOro LBETa C IPAaBUPOBKOH «l» Ha OJHOM CTOPOHE.
«l» Ha OIHOH CTOpOHE.
2 Identification / IToaauHHOCTL

Ketorolac / Kemoponax

a) ByUv/
Y®-cnektpodoTOMETpUA

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / YD-cnekTpsl
MOMJIOILEHHS MCHIBITYEMOTO PacTBoOpa H
pacTBOopa  CcTaHjapTHoro  ofpasua
KETOpoJiaka TPOMETaMMHA  JOJDKHBI
AMETh MaKCHMYMbI PU OJHOM U TOM Xe
JUTMHE BOJIHBI (+ 2 HM).

Remarks : The Product conforms to ND/

Tpumeuanue: ITponykT cooTBeTcTBYeT Tpebobanmnsam HJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IMoarorosneno: Ankit

(B

Checked by /
[Tpoeepeno: Naresh Kumar

=

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykppoanTess

Pavan Kumar Sharma =

;'_"|__~—~-

Reprint Date /
Jara: 24.05.2022

Reprint

Date /

Hara: 24.05.2022

Reprint Date /
Mata: 24.05.2022

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
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CEPTUDPHKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Bkenpece (keToponak) TabieTky, ANCIEPrupyeMble B IOJIOCTH PTa, 10 mr

Batch No / : V2200949 Batch Quantity / : 36,00,000 tab /
Cepun Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001592023 Date of Analysis / 24.05.2022
AHaINTHYECKU oTUeT N2 Jara ananusa

Date of Manufacture / : May.2022 Date of Expiry / Apr.2024
JlaTa mpon3BoACTBA Ionen o

Analysis performed according ND / Aranus nposeaen no H/L:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page2of 7/Crp.2u3 7

No

Test / [Ioka3aTeanb
Ne

Results / Pe3yabTaTh!

Specification / Hopma

b) By HPLC/B3XX

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 ynepXuBaHUA
OCHOBHOTO IWKa Ha XpOMaTorpaMme
HCOBLITYEMOTO ~ pacTBopa  JOJDKHO
COOTBETCTBOBATH BpEMeEHHU
yIEp)KMBAHHUs OCHOBHOTO NHKa Ha

XpoMaTorpamme pacTeopa
craHmapTHoro obpasua KeTopoJiaka
TpoMeTamMHHa (pazmen

«KoJIMUeCTBEHHOE OTIpENENICHUED).

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJ

Conclusion : APPROVED /
Zaxmwuenne: OJOBPEHO

Prepared by /
IMoarorosneno: Ankit

<=

Checked by /
[Nposepeno: Naresh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoaurens
Pavan Kumar Sharma (i

Reprint Date /
Jlata: 24.05.2022

Reprint Date /
Hara; 24.05.2027.

L3

Reprint Date /
HMata: 24.05.2022

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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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon” Dkenpece (keToponak) TabneTku, AHCHEPrupyeMbic B TIOJIOCTH PT4, 10 mr

Batch No / : V2200949 Batch Quantity / : 36,00,000 tab /
Cepus Ne Qo0nem cepun 36,00,000 Tab
Analytical Report No / : 890001592023 Date of Analysis / 24.05.2022
AHanuTHYecKHi oTueT Ne Jlara ananusa

Date of Manufacture / : May.2022 Date of Expiry / Apr.2024
JaTa npousBoaCTBA Tomen no

Analysis performed according ND / Ananu3s nposeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel ot 27.12.2021)

Page3of 7/Crp.3mu3 7

1}? Test / TlokasaTeanb Results / Pe3yabTaThl Specification / Hopma

3 Identification Complies / COOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoannHHOCTD butylhydroxyanisole peaks on the
OyTHITHAPOKCHAHU30JI chromatogram of the test solution

standard

should correspond by the retention times
to  2-butylhydroxyanisole

butylhydroxyanisole peaks
chromatogram of butylhydroxyanisole

("Butylhydroxyanisole

section). / BpemeHa ynepXKHBaHUA
OHKOB  2-OyTHITMOPOKCHAaHU30lla M
3-6yTHArHIPOKCHAaHU30]1a Ha
XpoMarorpaMmme HCTIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATH
BpeMeHaM  yIEPXKMBaHHA TIHKOB
2-6yTUITHAPOKCHAHH30/1a U
3-6y THATHAPOKCHAHHU301a Ha
XpoMaTorpaMme pacTeopa
CTaHOAPTHOIO obpasua
OyTHITHIPOKCHAHU301d (pa3zmen
«CopnepxaHue

OyTHITMAPOKCHAHU30MAY).

and 3-
on the

solution
content"

4 Average weight / Cpegnss
Macca

69.8 mg/ 69.8Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot167,2 Mr 10 72,8 mr (70,0 mr = 4,0 %).

Remarks : The Product conforms to ND/

[pumeuanue: [Ipoaykr coorsercrayer Tpedoanusam HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by / Checked by /

TMoarorosneno: Ankit

/2

IlpoBepeHo: Nar% Kumar

—C—

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykppoauTes
Pavan Kumar Sharma ﬁ, =

Reprint Date /
Jlara: 24.05.2022

Reprint Date /

Jlara: 24.05.2022

Ca

Reprint Date /
Jata: 24.05.2022

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
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxyxr: Keropon” Dkenpecc (keToponak) TabneTky, AUCHIEPripyemMble B MOJIOCTH pra, 10 Mr

Batch No / : V2200949 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O06BeM cepHn 36,00,000 Tab
Analytical Report No / : 890001592023 Date of Analysis / : 24.05.2022
AHAJUTHYECKHIT oTyeT No Jara ananuza

Date of Manufacture / : May.2022 Date of Expiry / : Apr.2024
JlaTa mpou3BoAcTBA I'onen go

Analysis performed according ND / Anamms nposeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uzamenenne Nel or 27.12.2021)

Page4 of 7/ Crp. 4 n3 7

1;.2 Test / TlokasaTeb Results / PesyabTathl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OJHOPOAHOCTHL MacChl 2/20 tablets - not more than + 20 % /

18/20 Ttabnerox — He 6Gosee + 10 %
2/20 tabnerox — He 6onee = 20 %
5 Disintegration time / 21sec/ 21 cek Not more than 3 min / He 6onee 3 Mun
Pacnapaemocthb
6 Dissolution / PacTBopeHHne Unit-1/ Taba-1 98% Not less than 75% (Q) of
. CisHisNO5C4H, NO;, (ketorolac
Unit-2/ Tabn-2 100% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 100% 75% (Q)  CisHisNO3*CqH1iNO;s
. . (keToponaka  TPOMETaMHMH)  4epes3
Unit-4 / Tabn-4 99% 15 MuH
Unit-5 / Tabn-5 99%
Unit-6 / Tabn-6 99%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHOCTh 710 pm sieve is formed. / O6pasyercs
OIHOPOJHAs CYCTIEH3Ms, NPOXOAAMIas
CKBO3b CHTO C Pa3MepoM OTBEPCTU
710 MKM.

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

[pumeyanue: [IponykT coorsercTByeT Tpedoannam HJI 3axmouenne: OJJOBPEHO

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

IToaroroneHo: Ankit [TposepeHo: Naresh Kumar Ono6peno: Menemxep / P}’K.-“P‘m"ffﬂb

[’Q Q Pavan Kumar Sharma A‘.’ax-jj-f" e
L g
Reprint Date / Reprint Date / Reprint Date /
Jata: 24.05.2022 Harta: 24.05.2022 Hara: 24.05.2022

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (KeToposiak) TabNeTKH, AHCIEPrupyemMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2200949 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36.00,000 Tab
Analytical Report No / : 890001592023 Date of Analysis / 24.05.2022
AnajauTniyeckuii oruer Ne Jata ananusa

Date of Manufacture / : May.2022 Date of Expiry / Apr.2024
JaTa nmpon3zsoacTBa I'open no

Analysis performed according ND / Ananms nposeaen no H/L:
JITI-004929-011119 (amend Nol from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page5Sof 7/Crp. 5u3 7

8 Related impurities / PoacTBensnie mnpumecH
ketorolac 1-hydroxy analog / Below Limit of Detection(LOD Not more than 0.5 % / He 6oxee 0,5 %
1-ruapoKCHaHATOT :0.0010%)
KeTopoJiaka
ketorolac 1-keto analog/ Not more than 0.5 % / He 6omnee 0,5 %
1-KeToaHaIOr KETOpOIaKa 0.03 %
Any unidentified impurity / Not more than 0.5 % / He 6osnee 0,5 %
eQUHUYHASA 0.03%
HeUIeHTHPUIUPOBAHHAS
pUMeCh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma nmpumeceit

9 Water / Boaa 2.1% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaTo4HbI€ OpraHuYecKre pacCTBOPHTENH
Isopropyl alcohol / 2ugftab/ 2 pg/tab MkrB Not more than 350 pg/tab /
H3zonponanon Tabierke He 6osee 350 Mxr B TabneTke

Remarks ; The Product conforms to ND/

Mpumeuanue: [IpoaykT coorseTcTBYeT Tpebosanmam HJI

Conclusion : APPROVED /
Zakarwuenne: OJJOGPEHO

Prepared by /
TMoarotosneno: Ankit

B

Checked by /
IMposepeno: Naresh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Py}cpgp)lmi@#,
Pavan Kumar Sharma G

s

Reprint Date /
Jara: 24.05.2022

Reprint Date /
Hara: 24.05.2022

Reprint Date / <

Jara: 24.05.2022

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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Okenpece (keToponak) TabneTKy, AUCTIEPrHpyemble B MOIOCTH PTd, 10 mMr

Batch No / : V2200949 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0Bem cepud 36,00,000 Tab
Analytical Report No / : 890001592023 Date of Analysis / 24.05.2022
ABaJIMTHYeCKHH oTueT N2 Hara ananusa

Date of Manufacture / : May.2022 Date of Expiry / Apr.2024
JlaTa npon3BoacTBa Toxen o

Analysis performed according ND / Anaius nposegen no HJL:
JII-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel or 27.12.2021)

Page 6 of 7/ Crp. 6 u3 7

11 Microbial enumeration tests / Mukpo6uonoruieckas uucrora*

a) Total Aerobic Microbial
Count / Obuiee uucno
a3poOHBIX MUKpPO-
OpraHMW3MOB

Less than 10 CFU/g /
Memnee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast
and moulds count / Ob1uee
YUCII0 APOMNOKEBBIX U
TUIECHEBBIX IPHOOB

Less than 10 CFU/g /
Memnee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

content / Conepxanue
Oy THArHAPOKCHAHH30.12

0.0976 Mr B TabyeTke

c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTtcyTeTBYET OtcyrcTBUe B 1 T
12 Uniformity of dosage units / 6.4 Acceptance value (AV) not more than
OnHOpoAHOCTD 15.0 / TlpuemouHoOe 3HaueHue (AV) He
NO3HPOBAHUA 6onee 15,0.
13 Assay / KonuyecTBeHHOE 9.9 mg /9.9 mMr From 90mg to 11.0mg  of
onpeaeseHue (98.9 %) CsH13NO3C4H1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr no
11,0 Mmr Ci1sH13NO3*C4H 1 1 NO;
(xeToponaka tpoMetaMuH) (ot 90,0 mo
110,0 % OT 3asSBJIEHHOTO KOJHUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0976mg/tab / Not less than 0.042 mg/tab /

He Menee 0,042 mMr B Tabnetke

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykt cooTBeTCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Jara: 24.05.2022

Jara: 24.05.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Ankit IIposepeHo: Naresl%umar Ono6peHo: Menemxep / Pykosoantens
A M Pavan Kumar Sharma v =
h — L~
o =
Reprint Date / Reprint Date / Reprint Date / =3

Jara: 24.05.2022

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 : 491 98166 56001-02

www.drreddys.com

CEPTHO®UKAT AHAJIN3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxr: Ketopon” Dxenpece (keToponak) TabNeTKH, AHCTIEPrHpyeMbie B IONOCTH pra, 10 Mr
Batch No / : V2200949 Batch Quantity / : 36,00,000 tab /
Cepus Ne O06beM cepun 36,00,000 Tab
Analytical Report No / : 890001592023 Date of Analysis / 24.05.2022
AHaJuTHYeCKHH oTyeT No Jlara aHanausa
Date of Manufacture / : May.2022 Date of Expiry / Apr.2024
JlaTa npoH3BOACTBA T'oxen go
Analysis performed according ND / Anau3 npoBe/ieH 1o HA:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 70f 7/ Crp. Tn3 7

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
onmucrepe w3 (TTA/ATIVIIS ¢
BrnaronoraoTutenem/I13BII)
donsru // (IT3/AJT) donsru. ITo
2 6nmcTepa ¢ WHCTPYKLMEH MO
NPUMEHEHUIO B navyKy
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. / ITo 10 TabneTox B
6nucrepe u3 (TTA/AJVIID c
pnaronornoturenem/II3BIT)  donera //
(IT3/AJ) oneru. Io 1 umm 2 6aucTepa ¢
HHCTPYKIIHEH [0 DPUMEHEHHMIO B NAdKy
KapTOHHYIO.

16 | Labeling / MapkupoBKa

According to ND / B cootsercTauu ¢ HJT

17 Storage conditions /
Xpanenue

Below 25 °C. / ITpu Temnepatype He Bbilue 25 °C.

18 | Shelf life / Cpok roasocTu

2 years / 2 roza

* 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 BBIMYCKe JIEKAPCTBEHHOTO NPENapaTa KOHTPOIIb Ka4eCTBA MO NOKAZATEI0
«MHKpoGHOIOTHYeCKAN YHCTOT) HPOBONHTCH LIS KANKA0H 20-0ii cepuH, HJIH JJIA OIHOH CEPHH B IO/,
B 3aBHCHMOCTH OT TOTO, YTO HACTYNHMT paHbIle.

Remarks : The Product conforms to ND/
Tpumeuanye: [TpoayKT COOTBETCTBYET TPEGOBAHHAM HI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Jata: 24.05.2022

Jata: 24.05.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarororneHo: Ankit [Mposepeno: Naresh Kumar Ono6peno: Menemxkep / Pykosoantesib
/ﬁ e Pavan Kumar Sharma =S /’
g 8 Ps
Reprint Date / Reprint Date / Reprint Date / .l

Ilara: 24.05.2022

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




