Dr.Reddy’s Q,‘."

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulaticn Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUPHKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dkenpece (keToponak) TabIeTkH, AUCTISPrupyemMeie B MONOCTH pTa,

Tel: r9l 931bb obUUL-UL
www.drreddys.com
iﬁ"m

Batch No / 1 V2200324 Batch Quantity / : 252:000 KG
Cepus Ne O6bem cepiu

Analytical Report No / ¢+ 890001576012 Date of Analysis / : 28.02.2022
ApanuTHIecKHi oTyeT Ne Jara aganusa

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTa npoH3BOACTBA T'open go

| Analysis performed according ND / AHaJin3 npoBeJen no HI: JI[1-004929-011119

Page 1 0of 6/ Crp. 1 u3 6

No
Ne

Test / loka3zaTeib

Results / PesyasTaThl

Specification / Hopma

1

Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrunsle, Iiockue
TabneTky ¢ packol, CBETIO-
XKEJITOrO LBETA C IPaBUPOBKOH
«l» Ha oHOM CTOPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrisie, 1iockue Tabnetku ¢ Gackon,
CBETJIO-KENTOTO LBETa C IPAaBUPOBKOM
«|» Ha OHOH CTOPOHE.

Identification / IloagnuHHOCTH

Ketorolac / Kemoponak

a) Byuv/
Y ®-criekTpohOTOMETPUS

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-CIeKTphI
MOTJIOIIEHHA UCIIBITYEMOTO pacTBOPa U
pacTBopa  CTaHjapTHoro  obpasua
KeTOpoNaka TPOMETaMKMHa  TOJDKHBI
HUMeTb MAKCUMYMBI IPH OJJHOH K TOM Xe
[UIMHE BOJIHBI (& 2 HM).

Remarks : The Product conforms to ND/
Ipumeuanne: [Tponykr coorsercTayet Tpeboanusam HJT

Conclusion : APPROVED /
Saxawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroeneno: ) IIpoeepeno: Onobpeno: Menemxkep /[PykoBoAnTens
PraveshRana 7 Naresh Kumar @ > Abhishek Chauhan _ 7

Print Date / Print Date / Print Date /

Jara: 28.02.2022 Jata: 28.02.2022 JlaTa: 28.02.2022

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 29C0, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTU®HUKAT AHAJIM3A

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

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

TeTF9 98160 S60UL-UZ
WWW. drre(fays .com

Mpoaykr: Keropon™ Dkenpece (keToposiak) TabneTky, AMCHEprupyeMbI€ B [IONOCTH pTa,

Batch No / : V2200324 Batch Quantity / : 252:000 KG
Cepus Ne Oo0beM cepHH

Analytical Report No / : 890001576012 Date of Analysis / : 28.02.2022
AHaguTH4ecKHii oTyeT No IlaTa aHaJIM3a

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa npoH3BOACTBA Tonen no

Analysis performed according ND / Anaius nposenen mo HJI: JIT1-004929-0111 19

Page20of 6/Crp. 23 6

No

N Test / IToka3aTeib

Results / PesynpTaThl

Specification / Hopma

b) By HPLC / BOXX

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). / Bpema  yIepXHUBaHUA
OCHOBHOTO MHKa Ha XpOMAaTorpamMe
HCTIBITYEMOTO  DacTBopa  HOJDKHO
COOTBETCTBOBATD BpEeMEHH
yAepXKUBaHHsi OCHOBHOTO TMKa Ha
XpOMaTOrpaMMe pacTBopa
CTaHIapTHOTO 00pasla KeToponaka
TpOMeTaMMHa (paznen

«Konu4ecTBEHHOE onpez[eneﬂne»).

Remarks : The Product conforms to ND/

[Mpumeuanue: [Iponykr coorsercrayet Tpedosannam HJL

Conclusion : APPROVED /
Zaxsouenne: OJIOBPEHO

Jlara: 28.02.2022

Iara: 28.02.2022

Prepared by / ) Checked by / Approved by: Managej/Executive /
IMoarorosneHo: / [TpogepeHo: ‘ Ono6peno: Menemiep / PykosoauTens
Pravesh Rana 1y Naresh Kumar @/ Abhishek Chauhan

Print Date / Print Date / Print Date /

Jara: 28.02.2022

Registered Office: 8-2-327, 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 ‘;'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulaticn Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHO®HUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxt: Keropon™ Dkenpece (keTopohak) TabneTku, AMCIEeprupyemMble B MOJIOCTH pTa,

Tet 9T 98165 5600102
www.drre Iﬁlvs.com
f MI

AganuTuyeckuii oTueT Ne

Batch No / : V2200324 Batch Quantity / : 252.000 KG
Cepus Ne O6pem cepuu
Analytical Report No / : 890001576012 Date of Analysis/ : 28.02.2022

JiaTa anaau3a

Date of Manufacture /
Jata npou3BoacTBA

: Jan-2022

Date of Expiry / : Dec-2023

Togen oo

Analysis performed according ND / Ananns nposenen no H/I: JIT1-004929-011119

Page3 of 6/ Ctp.3 136

1;.:) Test / Iloka3aTteb Results / PesyapTaTsl Specification / Hopma

3 Identification Complies / COOTBETCTBYET The  retention  times of  2-
Butylhiydroxyanisole / butylhydroxyanisole and 3-
IoamuHHOCTD butylhydroxyanisole peaks on the
Oy THITHAPOKCHAHU3O0 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 yaepXHWBaHHA
OUKOB  2-OyTHITHAPOKCHAHHU30NIA M
3-0yTUIrHIPOKCHAHU30]1a Ha
XpoMaTorpamme UCTIBITYEMOTO
pacTeopa JAOJDKHEI COOTBETCTBOBATH
BpeMeHaM yIepKUBaHMS MTHUKOB
2-6yTUNTHAPOKCHAHH30J1a "
3-6yTHATHAPOKCHAHU301Ia Ha
XpoMaTorpamme pacTBopa
CTaHAApTHOTO obpazua
OYTHATHAPOKCHAHH30JIA (pa3nen
«CopnepxaHue

6YTHITHAPOKCHAHH301IA)»).

OLIHOI)O}.IHOCTB Maccel

4 Average weight / Cpenuss 70.0 mg / 70.0 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot 67,2 Mr g0 72,8 mr (70,0 Mr+ 4,0 %).
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than £ 10 %

2/20 tablets - not more than + 20 % /
18/20 Ttabnetok — He Oonee * 10 %
2/20 Tabnetok — He Gonee + 20 %

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTseTcTBYeT TpedoBaHuaM HJL

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / 2 Checked by / Approved by: Manager/Executive /
IToaroToBneHo: ' TIporepeHo: Ono6peno: Menemxep)/ Pykogoanrens
Pravesh Rana Naresh Kumar @ Abhishek Chauhan t ?

Print Date / Print Date / Print Date /

Jara: 28.02.2022 Jara: 28.02.2022 Jara: 28.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 29C0, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr.Reddy’s Q;p

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUO®HUKAT AHAJIM3A

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

Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon” Dkcnpece (keToponak) TadNeTKH, AUCICPrupyeMbie B nonocTH pTa

el 791 981bb obUUI-U4
rrefléh/s .com

Batch No / : V2200324 Batch Quantity / : 252.000 KG
Cepns Ne Obmpem cepun

Analytical Report No / + 890001576012 Date of Analysis / : 28.02.2022
AHaJuTHYECKH# oTueT Ne JlaTa aHajansa

Date of Manufacture / : Jan-2022 Date of Expiry/ : Dec-2023
JlaTa npoH3BOACTBA T'onen mo

Analysis performed according ND / Ananus nposegen no HJI: JI[1-004929-011119

Page 4 of 6 / C1p. 4 u3 6

1;.2 Test / ITokazaTenn Results / PesynbTaThl Specification / Hopma
5 Disintegration time / 00 min 25 sec / 00 muH 25¢cex Not more than 3 min/ He 6onee 3 mun
Pacnapaemoctsb
6 Dissolution / PacTBopeHue Unit-1/ Tabn-1 98% Not less than 75% (Q) of
. CisHisNO3CsH, {NO; (ketorolac
Unit-2 / Tabn-2 i tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 99% 75% (Q  CisHisNO3*C4H1NOs
] . (keToponaka ~ TPOMETaMMH)  4epes
Unit-4 / Tabn-4 99% 15 MuH
Unit-5 / Tabn-5 93%
Unit-6 / Tabn-6 98%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JlucnepcHOCTh 710 pm sieve is formed. / Obpasyetcs
OJIHOPOMHAS CYCTIEH3HA, MNPOXONsLIas
CKBO3b CHTO C pPa3sMepoM OTBEPCTHUIA
710 MKM.
8 Related impurities / Poacreennbie npuMecH
ketorolac 1-hydroxy analog / Below limit of Detection (LOD Not more than 0.5 % / He 6onee 0,5 %
1-ruApoKcUaHATor :0.0010%)
KETopoJaKa
ketorolac 1-keto analog/ Not more than 0.5 % / He Gonee 0,5 %
1-KeToaHaor KeToposiaka 0.05%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eUHHYHAs 0.03%
HeHUIeHTUUIUPOBaHHAs
MPUMECH

Remarks : The Product conforms to ND/
Ipumeyanne: [Ipoaykt cooTseTcTByeT Tpebosanusm HJT

Conclusion : APPROVED /
3aknawueaue: OJJOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
IoarorosseHo: IpoBepeHo: Ono6peno: MeHemkep / PykosoanTens
Pravesh Rana Naresh Kumar @/ Abhishek Chauhan ( ’

Print Date / Print Date / Print Date /

Jara: 28.02.2022 JlaTa: 28.02.2022 Hara: 28.02.2022

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




Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6
Vill. Khol, Nalagarh Road, Baddi,

@
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHDHUKAT AHAJIU3A

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

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

e 9T 8166 5600102
www.drreiiﬂys.com
MT

poaykr: Keropon™ Dkenpece (ketoposiak) TabneTky, AMCNEPrHpyeMbI€ B TIOJIOCTH PTa,
P

Batch No / : V2200324 Batch Quantity / : 252:000 KG
Cepus Ne O6bem cepun

Analytical Report No / : 890001576012 Date of Analysis / : 28.02.2022
Ananntayeckuii oraer Ne Jarta apaan3a

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
Jara npousBojcTBa T'onen mo

Analysis performed according ND / Ananuns nposenen no H/I: JI[1-004929-01 1119

Page 5 of 6/ C1p. Su3 6

1}2 Test / IToxazarenb Results / Pe3yabTaThl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6o1nee 1,0 %
CymMa npumecer

9 Water / Bona 2.0% Not more than 7.0% wiw /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaTounbie opraHnuiecKue pacTBOpUTETH

Isopropyl alcohol /
H3zonponaHon

3pg/Tab

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

11 Microbial enumeration tests /

Mukpobuonornyeckas YucToTa

a) Total Aerobic Microbial
Count / Ob1iee 9yucio
a’pOOHBIX MHKPO-
OpraHU3MOB

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

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

b) Total Combined Yeast
and moulds count / O6uiee
YHUCTIO APOAOKEBBIX B
IUIECHEBBIX TPUOOB

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

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

c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCyTCTBYET OrcytctBHE B 1 T
12 | Uniformity of dosage units / 3.5 Acceptance value (AV) not more than
OIHOPOAHOCTL 15.0 / IlpuemouHoe 3HadeHHE (AV) He
N03UPOBAHUSA 6oiee 15,0.

Remarks : The Product conforms to ND/
[Mpumeuanue: ITpoaykt cooreercTByeT Tpebopanusm HJI

Conclusion : APPROVED /
Zaxawuyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarotosneHo: IIpogepeHo: Ono6peno: Menemiep / PykopoanTens
Pravesh Rana Naresh Kumar @ Abhishek Chauhan _ 7

o~ [ o
Print Date / Print Date / Print Date /
Hara: 28.02.2022 Hara: 28.02.2022 Hara: 28.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29G0, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q;‘

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

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTHOHUKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA
Product Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg \;\:\/W_drlr;gé 3:‘ j;;m e

Mpoaykr: Keropon™ Drenpece (ketoponak) TabieTku, AMCNEPrUpyeMbI€ B IIOJIOCTH PTa
y p p

Batch No/ : V2200324 Batch Quantity / : 252.000 KG
Cepua Ne O6beM cepnn
Analytical Report No / : 890001576012 Date of Analysis / : 28.02.2022
AHanuTHYeCKHH oTyeT Ne JlaTa aHagH3a
Date of Manufacture / : Jan-2022 Date of Expiry/ : Dec-2023
JaTta npou3BoacTBa I'ogen no
Analysis performed according ND / Ananns nposesen no HJL: JIT1-004929-011119
Page 6 of 6/ Ctp. 6 w3 6
1;.:) Test / [loka3zaTennb Results / Pe3yabTaThl Specification / Hopma
13 | Assay/KoanyecrBeHHoe 9.7mg /9.7 Mmr From 90mg to 11.0mg of
onpeaeleHHe (97.0%) C1sH13sNO3+C4H | 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
no 11,0 Mr C15sHi3NO3+C4H; | NO;
(xeToponaxa Tpometamun) (ot 90,0 o
110,0 % OT 3asBIEHHOTO KOJIHMYECTBA) B
tabaeTke
14 | Butylhydroxyanisole 0.0945 mg/tab / Not less than 0.042 mg/tab /

content / Coxep:xxaHue
OyTWITHAPOKCHAHM301a

0.0945 mr B TabneTKe

He menee 0,042 Mr B TabneTke

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. / ITo 10 TabneTox B
omucrepe w3z (TTA/AJUTID ¢
piaronorijoTutenem/[19BII)

_ donsru // (IT3/AJ]) doneru. Ilo

2 6nuctepa ¢ UHCTPYKLHMEH IO
NPUMEHEHHUIO B nauky
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
tabierox B 6yuctepe u3 (IIA/AJI/TID ¢
piaromnornotureaemM/I19BIN) domeru //
(TT2/AJ) doneru. ITo 1 unu 2 Gnuctepa
C MHCTpYKUHMEHl 1O INpPUMEHEHHIO B
Nayky KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBetcTBUM ¢ HJI

17 Storage conditions /
Xpanenne

Below 25 °C. / ITpu Temmeparype He Bbime 25 °C,

18 Shelf life / Cpok roaHocTH

2 years /2 roza

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [Ipoaykt coorsercTyet Tpebosanusm HJIL axmouenne: OJJOBPEHO

Prepared by / - Checked by / Approved by: Manager/Bxecutive /
[ToaroToBseHo: / Ipoeepeno: Onobpeno: Meﬂemfcep {/PYKOBOFHUTEND
Pravesh Rana o L Naresh Kumar @/ Abhishek Chauhan ( /'

Print Date / Print Date / Print Date /

Hara: 28.02.2022 Hara: 28.02.2022 Hara: 28.02.2022

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: L85195AP1984PL.C004507

www.drreddys.com




