Dr.Reddy’s ":°

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJTA3A Tel ; +91 98166 56001-02
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~ WWw-drreddys.com
Iponayxr: Keropon” Dkcnpece (keToposak) TabneTku, AMcneprupyemsle B monoct pra, 10 mr
Batch No / : V2102150 Batch Quantity / : 252.000 KG
Cepus Ne O6Bem cepun
Analytical Report No / : 890001563059 Date of Analysis / 1 27.12.2021
AHaJuTHYecKHi oTyeT Ne Jlara ananunsa
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jarta npousBoacTBa TI'open no
Analysis performed according ND / Ananus npoBeaen mo HJI: JI[1-004929-011119

Page 1 of 6/ Crp. 1 n3 6

Y®-cnexkrpodoromeTpus

| No = =
Ne Test / ITokasaTesb Results / Pe3yabTaTthl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrnsie, mnockue Kpyrasle, miockde TabneTku ¢ hackoi,
TabneTku ¢ Gackoi, CBETIO- CBETJIO-XKENITOTO 1[BeTa C TPaBUPOBKOMH
KEJITOTO 1[BETa C TPaBUPOBKOI «l» Ha 0JHO# cTOpOHE.
«l» Ha oIHOIi CTOpOHE.
2 Identification / IToaiuHHOCTH
Ketorolac / Kemoponax
a) ByUv/ Complies / CooTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cniexTpbl
MOIJIOIIEHHS HCITBITYEMOrO PacTBOpa 1
pacTBOpa  CTaHmapTHOro  o6pasua
KETOpOJaka TpPOMETaMHHA  JOJIXKHB!
HMETh MaKCUMYMBI IIPH OIHOI! 1 TOM e
IUTMHE BOJHBI (£ 2 HM).

Remarks : The Product conforms to ND/
[Ipumeyanue: [Iponykr cooTsercTyeT TpeboBanuam HJ

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: [TpoBepeHo: | OnoGpeno: Menemxkep / Pykoeoaurens
Ankit (?& Himeshét%—t:n__g_g,,/“i’awan Kumar Ag"

Print Date / Print Date / Print Date / '

Jara: 27.12.2021 Hara: 27.12.2021 JHara: 27.12.2021

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 Distt. Solan, H.P,, 173 205, INDIA
CEPTUOUKAT AHATHIA Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~ Www.drreddys.com
Ipoaykr: Keropon® Dkcnpece (keToponak) TabeTKH, AMCIIEPrUPYEMBbIE B M0JI0CTH pTa, 10 mMr
Batch No / : V2102150 Batch Quantity / : 252.000 KG
Cepuns Ne Ob6bem cepun
Analytical Report No / : 850001563059 Date of Analysis / : 27.12.2021
Ananurnyeckui oruer Ne Jara ananuza
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npoun3BoacTBa T'ogen no
Analysis performed according ND / Auanus nposeaen no HJI: JI[1-004929-011119

Page2of 6 /C1p. 2 13 6

No

No Test / [loka3aTenb Results / PesyabTaTsl 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). / BpeMsa  yAepXUBaHHA
OCHOBHOTO THKa Ha XpoMarorpamme
UCTBITYEMOTO  pacTBOpa  JOMKHO
COOTBETCTBOBATh BpEeMeHU
YIOEp)XHBAaHUS OCHOBHOrO [HMKa Ha
XpoMaTorpaMmme pacTBopa
CTaHJapTHOrO o06pasia KeTopoJiaka
TpoMeTaMHHa (paznen
«KOoJIMYECTBEHHOE OTIPEeNEICHUEY).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [IponykT cooTBeTcTBYeT TpeboBanusm HJI 3akawuenne: OJOBPEHO

Piepared Ly / Cliecked by / Approved by, Manager/Execulive /
[loaroTosneHo: IIposepeHo: OnobpeHo: Menemxep / PykoBoaurens

Ankit ( ’5 ) Himesh W Pawan Kumar 4
08— . ‘ g

Print Date / Print Date / Print Date /
Hara: 27.12.2021 JHara: 27.12.2021 Hara: 27.12.2021
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.cocm
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www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@
) °® Formulation Unit-6
Dr. Reddy S “. CERTIFICATE OF ANAL s S e
IF YSIS Distt. Solan, H.P., 173 205, INDIA
CEPTHOUKAT AHAJIM3A Tel ; +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~ Www.drreddys.com
ITpoayxt: Keropon" Dkcnipecce (keToponak) TabneTku, AMCNEprupyeMbie B 010cTH pra, 10 mr
Batch No / : V2102150 Batch Quantity / : 252.000 KG
Cepna Ne O0bem cepun

Analytical Report No / : 890001563059 Date of Analysis / 2 27.12.2021
AHanuTHuyecKui oTyeT Ne JaTa anaanza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jarta npousBoacTBa TI'ogen oo

Analysis performed according ND / Auajus nposenen no HJI: JI[1-004929-011119

Page3 of 6/ Crp. 3136

No
Ne
3 Identification Complies / CooTBeTcTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoanuHHoCTh butylhydroxyanisole peaks on the
Oy THATHAPOKCHAHU30 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 yaepxuBaHHUS
MMUKOB  2-OyTWITHIPOKCHAHH30JA M
3-6y TWITrHAPOKCHAHU30M1a Ha
XpoMaTorpaMmme HCTBITYEMOTO
pacTtBopa HOJDKHBI COOTBETCTBOBATh
BpeMeHaM YAEpKUBaHUS ITAKOB
2-0y TWITHIPOKCHAHK301a u
3-0y THATHIPOKCHAHU301a Ha
XpoMaTorpaMme pacTBopa
CTaHAapPTHOTO obpasua
OYTHITHAPOKCHAHU3ONA (pazmen
«CopepxaHue
OYTWITHAPOKCHAHU30TIaY).

4 Average weight / Cpenusis 69.9 mg / 69.9 Mr 67,2 mg to 72,8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr 10 72,8 Mr (70,0 Mr+ 4,0 %).

Test / Iloka3zaTesnb Results / PesyabTathi Specification / Hopma

Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHopoaHOCTBL Macehl 2/20 tablets - not more than + 20 % /
18/20 Tabnerox — He Gonee + 10 %
2/20 tabnetok — He 6onee + 20 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanuam HJJ 3axnwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoenexo: IIpogepeHo: Onobpeno: Menemxep / PykoBonutens

Ankit /Z( Himesh W Pawan Kumar )P
/ v A ""2___.

Print Date / Print Date / Print Date /
Hara; 27.12.2021 Hara: 27.12.2021 Hara: 27.12.2021
Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hydarabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLC004507
wwiw.drreddys.com
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA

CEPTHOMKAT AHAJIN3A Tel : +91 98166 56001-02
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg =~ Www.drreddys.com
IMpoaykr: Keropoa" Drenpece (keToposiak) TableTKH, AWCIEPrupyembie B M0J0CTH pra, 10 mr
Batch No / : V2102150 Batch Quantity / : 252.000 KG
Cepus Ne Oo6Bem cepun
Analytical Report No / : 890001563059 Date of Analysis / 1 27.12.2021
AnanuTHyeckui oryer Ne Jara ananunza
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npou3BoACTBa TI'ogen oo
Analysis performed according ND / Ananus nposexen mo HJI: JIT1-004929-011119
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1;.00 Test / IToka3zaTtenan Results / Pe3yabTaTtsbl Specification / Hopma
5 Disintegration time / 00 min 23 sec / 00 muH 23 cek Not more than 3 min / He 6onee 3 mun
Pacnapaemocrnb
6 Dissolution / PacTeopenue Unit-1/ Ta6bn-1 98 % Not less than 75% (Q) of
. Ci1sH13NO1+C4H; 1 NO3 (ketorolac
Unit-2 / Tabx-2 SRRl tromethamine) in 15 min / He menee
Unit-3 / Tabn-3 97% 5%  (Q)  CisHiNO3*C4HiNO;
) ) (xeToponlaka  TPOMETaMHH)  4epes
Unit-4 / Tabn-4 99% 15 MuH
Unit-5 / Tabn-5 103%
Unit-6 / Tabn-6 97%

7 Fineness of Dispersion/

Complies / CooTBeTcTBYET

A uniform suspension passing through a

Any unidentified impurity /
eNUHWYIHASL
HEeUAECHTAGUIUPOBAHHAS
MpUMech

ducnepcHocTh 710 um sieve is formed. / O6pa3yercs
OJHOPOJHAA CYCHEH3Ms, MPOXOHAIIas
CKBO3b CHUTO C pa3MepoM OTBEPCTHIA
710 MKM.
8 Related impurities / PoacTBeHHbIe npuMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6oee 0,5 %
1-ruapokcuaHanor
KETOpOINaKa
0.03%
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHaNOr KETOpONaKa
0.08%

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

Remarks : The Product conforms to ND/
ITpumeuanue: Ilpogykt cooTBeTcTBYeT TpeboBanuam HJJ

Conclusion : APPROVED /
3akaoyenne: OJOBPEHO

Prepared hy / Checked by / Approved by: Manager/Executive /
Ioarorornexo: IIposepeno: Onobpeno: Menemxep / PykoBoaurenn
Ankit Himesh %‘]‘EE-L'/”:) Pawan Kumar

(& - A—
Print Date / Print Date / Print Date/
Hara: 27.12.2021 Hara: 27.12.2021 Hara: 27.12.2021

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.ccm
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www.drreddys.com
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CERTIFICATE OF ANALYSIS Distt. Solan, H.P,, 173 205, INDIA
CEPTU®UKAT AHAJIA3A Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~ WWWw-drreadys.com ]
Hpoayxr: Keropon” Dkenpece (ketoponak) TabneTk, Jicneprupyemsle B oaocTh pra, 10 mr
Batch No / : V2102150 Batch Quantity / ¢ 252.000 KG
Cepus Ne Oo6nem cepun
Analytical Report No / : 890001563059 Date of Analysis / 1 27.12.2021
AnanuTHyecKHil orger No Jara ananuza
Date of Manufacture / : Dec-2021 Date of Expiry/ : Nov-2023
JlaTta npon3BoacTBa TI'onen no
Analysis performed according ND / Anaanz nposeaen no HJI: JII1-004929-011119

Page50f 6/ Crp.5u3 6

i}o Test / IlokazaTenb Results / PesynbraThl Specification / Hopma
Total impurities / 0.2 % Not more than 1.0 % / He 6onee 1,0 %
CyMma npumeceit

9 Water / Boaa 2.0% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTarouHble OpraHuyecKHe pacTBOPHTEH

Isopropyl alcohol / 3 pg/Tab Not more than 350 pg/tab /
Hzonponanon He 6onee 350 Mkr B TabeTke

11 | Microbial enumeration tests / MukpoGuooruyeckas 4HcToTa

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / O61iee yncno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-

OpraHU3MOB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O61ee Megnee 10 KOE/r He 6onee 100 KOE/r

YUCIIO JPOXIKEBEIX U
IIECHEBBIX IPUbOB

c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTtcyrcTBYET OrcyrctBue B 1 1T
12 Uniformity of desage units / 54 Acceptance value (AV) not more than

OaHopoaHOCTD 15.0 / llpuemouHoe 3HaueHue (AV) He
JA03UPOBAHMSA 6onee 15.0.

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

[Tpumeuanne: ITpoaykT cooTBeTCTBYET TpeGosanusam HJT 3axmoyenne: OJOEPEHO

Prepared by / Checked by / Appruved by, Maudge/Execulive /

Ionrorosneno: IlpoBepeHo: Onobpeno: Menemxkep / PykoBoaurens

Ankit @ Himesh W Pawan Kumar 4’

Print Date/ Print Date / Print Date / '

Hara: 27.12.2021 Hara: 27.12.2021 Hara: 27.12.2021
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~ WWW-drreddys.com
MpoayxT: Keropon™ Dxenpece (ketoposak) TabIeTKH, AMCTIEPrUPYEMbIE B NOAOCTH pTa, 10 Mr
Batch No / : V2102150 Batch Quantity / 1 252.000 KG
Cepus Ne O6bem cepun
Analytical Report No / : 890001563059 Date of Analysis / 2 27.12.2021
AHanuTHYecKHH oTuer Ne Jarta ananuza
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npouzsoacrea T'onen no
Analysis performed according ND / Anaans nposeaen nmo HJI: JIT1-004929-011119

Page 6 of 6 / CTp. 6 u3 6

1;.00 Test / IlokasaTenn Results / PesysibTaThl Specification / Hopma
13 Assay / Koninuecreenuoe 10.0 mg / 10.0 mr From 90mg to 11.0mg of
onpeaesaeHue (99.6 %) CisHisNO3+C4H |1 NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 mr
J0 1 1,0 Mr C15H13NO3'C4H11NO3
(xetoponaka tpometamuH) (ot 90,0 no
110,0 % ot 3asBAEHHOrO KOJIHYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0938 mg/tab / Not less than 0.042 mg/tab /
content / Conepxanue 0.0938 mr B Tabnetke He menee 0,042 mr B Tabnetke
GyTUITHAPOKCHAHK30/12
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin a 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. / ITo 10
information leaflet in a carton | Tabnetok B 6nuctepe u3 (IMA/AJI/TID ¢
pack. / TIlo 10 rtabnetok B | Buaronornorurenem/IIDBII) donbru //
Gmacrepe u3z (ITA/AJ/IIS ¢ | (T1D/AJT) donsrn. ITo 1 unu 2 6nuctepa
Biaronornotutenem/I15BIT) C MHCTpYKUMeH 0O NpPUMEHEHHIO B
¢onpru // (ITS/AJ1) doneru. [Io | mauky KApTOHHYIO.
2 buucTepa ¢ MHCTPYKUMEHR 110
NPHUMEHEHHUIO B hEEINY
KapTOHHYIO.
16 | Labeling / Mapkupogka According to ND / B cooteetcTBuu ¢ H]|
17 | Storage conditions / Below 25 °C. / Tlpu Temneparype He Boiuie 25 °C,
XpaneHue
18 Shelf life / Cpok roanocTu 2 years /2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Ipumeuanue: IponykT cooTsercTByeT TpebGoBanusam HJI 3axkmouenune: OJJOBPEHO
Preparod by / Checked by / Appiruved by. Mauager/Execulive /

IoaroroerneHo: IIposepeno: — Onobpeno: Menemxkep / Pykosoguresns
Ankit ﬁ Himesh KM Pawan Kumar ?

Print Date / Print Date / Print Date /
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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