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Dr’ Reddy S ‘.. CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkcnpece (keToponak) TabNeTky, JUCIIEPrUpyEeMble B MOJIOCTH PTa,

Tet =51 98166 5600102
www.drreclfl 5.COMm
Mr

Batch No / : V2200047 Batch Quantity / : 252.000 KG
Cepus Ne Oo6bem cepun

Analytical Report No / : 890001569603 Date of Analysis / : 12.02.2022
AHAJIHTHYIECKHI 0TUeT No JaTta aHanuza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npoH3BOACTBA Tonen go

Analysis performed according ND / Ananun3s nposegen nmo HJI: JII1-004929-011119

Pagel of6/Crp. 136

1;: Test / IlokasaTtens Results / PesynbTaThl 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. / Kpyrisle, miockue Kpyrineie, mrockue Tabiaetky ¢ packoi,
TabneTku ¢ packoit, cBeTNO- CBETJIO-XKEJITOTO IBETa C IPaBHPOBKOI
KeJITOTO 1[BETA C TPaBUPOBKOI «l» Ha omHOM cTOpOHE.
«l» Ha OIHOY CTOpOHE.
2 Identification / [TopannnoOCTL
Ketorolac / Kemoponax
a) Byuv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

Y ®-cnextpodoTomMeTpus

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / V®-criekTpbl
TIOTJIOINEHHS HCTIBITYEMOrO pacTBOpa U
pacTtBopa  cTaHmapTHoro  ofpasna
KETOpOJaka TpPOMETAMHHA JOJIKHBI
HMETb MaKCUMYMbI [IPU OAHOM U TOM XKe
[UTHHE BOJIHEI (£ 2 HM).

Remarks : The Product conforms to ND/
IMpumeyanue: [Ipoaykr cooTBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3akarouyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo; N \‘L}\- IIpoBepeHo: Onobpeno: Menemxkep / Pykosoauteis

I N f P r v P
Ramakant U - Hlmes@u_mgxf_,,f Pavan Kumar Sharma V
Print Date / Print Date / Print Date /

Jara: 12.02.2022

Hara: 12.02.2022

Hara: 12.02.2022

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: L85195AP1984PLC0O04507

www.drreddys.com
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg R g
Ipoaykt: Keropon® Dkcrpecc (keToponak) TabneTkH, AUCNEPTHPYeMbIe B M0JIOCTH pTa, 10 Mr
Batch No / : V2200047 Batch Quantity / : 252.000 KG
Cepust Ne O0Bem cepru

Analytical Report No / : 890001569603 Date of Analysis / : 12.02.2022
AnajgnTudyeckuii orger No JlaTa ananuza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JlaTa IpoH3BOACTBA Fogen no

Analysis performed according ND / Ananus nposenen mo HJI: JI1-004929-011119

Page2 of 6/ Crp.2u3 6

No

Test / [Toka3aTeab
No

Results / PesynsTaThl

Specification / Hopma

b) By HPLC / BXXX

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 ynepXuBaHUA
OCHOBHOIO MWKa Ha XpomaTorpaMmme
UCIILITYEMOTO  pacTBopa  JAOJDKHO
COOTBETCTBOBATh BpEMEHU
YIEp)KMBaHUA OCHOBHOIO TIIMKa Ha
XpOMaTorpamme pacTBopa
CTaHapTHOTO KETOpOJIaKa
TpoMeTaMHHa (pazmen
«KonmiecTBeHHOE OTIpEIEIEHHE).

obpazna

Remarks :

The Product conforms to ND/
ITpumeuanne: [IpoaykT coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by / )( Checked by / Approved by: Manager/Executive /
[TogrorosneHo; (_,k\c IIposepeHo: _{ OnoGpeto: Menemxep / Py KOBOAUTESb
Ramakant W Himesh W "Pavan Kumar Sharma W
Print Date / Print Date / Print Date / |

Hara: 12.02.2022

Jara: 12.02.2022

Jata: 12.02.2022

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

WWW. drredijds.com

Hpoaykrt: Keropon® Oxcnpecc (keToponak) TabneTky, AUCTIepripyeMble B MOJ0CTH pTa MT'

Batch No / : V2200047 Batch Quantity / : 252.000 KG

Cepus Ne O0Bem cepun

Analytical Report No / : 890001569603 Date of Analysis / 1 12.02.2022

AHanuTH4YecKHH oTueT Ne JlaTa aHaan3a

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023

Jara npoussoacTea T'onen mo

Analysis performed according ND / Ananaus nposegen mo HJL: JII1-004929-011119

Page30of 6/Ctp.31u36

No

No Test / Iloka3zaTenanb

Results / Pe3ynbTaTsl

Specification / Hopma

3 Identification
Butylhydroxyanisole /
[MoanuHHOCTH

Oy THITHAPOKCHAHMU30JI

Complies / CooTBeTCTBYET

The  retention  times of  2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
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 yIepXKHBaHHA
NUKOB  2-OyTHITMIPOKCHAaHH30MIa U
3-0yTHWITHAPOKCHAHN301a Ha
XpoMmarorpaMmme HCTBITYEMOTO
pacTBopa JJOJDKHBI COOTBETCTBOBATH
BpeMeHaM YOepPXKUBAHUA [THKOB
2-GyTUITHIPOKCHAHU30IIA 1%}
3-OyTHArMAPOKCHAHU30a Ha
XpoMaTorpamme pacTBopa
CTaHJapTHOIO obpasua
OYTHITUAPOKCHAHU30JIa (pa3men
«ConepxaHue
OYTHIITUAPOKCHAHU3OIIA).

4 Average weight / Cpenuss 69.8 mg / 69.8 Mr

mMacca

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 Mr g0 72,8 Mr (70,0 Mr+4,0 %).

Uniformity of weight /
OnHOpPOAHOCTL MacChl

Complies / CooTBETCTBYET

18/20 tablets - not more than £ 10 %
2/20 tablets - not more than = 20 % /
18/20 Tabnerok — He Oonee + 10 %
2/20 tabnetok — He 6onee + 20 %

Remarks : The Product conforms to ND/
ITpumeuanue: [lpoaykt cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHoN IIpoeepeHo: Onobpeno: Menemxep / Pykosoautenn
Ramakant . HimeShgﬂjﬂ.’_t__\,//: > Pavan Kumar Sharma ¢ f———

\ M
Print Date / Print Date / Print Date /

JHara: 12.02.2022

JHarta: 12.02.2022

Jara: 12.02.2022
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg \::WJ;;;;&U: ;:;UL—UL
Hpoayxkr: Keropon™ Dxenpece (keToposiak) TablieTku, AHCHIEprupyemsle B nojoctd pra, 10 mr

Batch No / : V2200047 Batch Quantity / : 252.000 KG
Cepns Ne O0nem cepun

Analytical Report No / : 890001569603 Date of Analysis / : 12.02.2022
AnajauTHdyeckuii oryer Ne JlaTa anaauza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023

Jdara npon3BoacTBa Tonen mo

Analysis performed according ND / Ananns nposegen mo HJI: JI1-004929-011119

Page4 of 6/ C1p. 413 6
1}? Test / IlokasaTenb Results / Pe3ynabTaThl Specification / Hopma
5 Disintegration time / (00 min 28 sec / 00 mun 28cek Not more than 3 min / He 6oiee 3 MuH

Pacnagaemocrhb

6 Dissolution / PacTBopeHne Unit-1/ Tabn-1

Unit-2 / Tabn-2
Unit-3 / Ta6n-3

101% Not less than 75% (Q) of
99% C15H13NO3"C4H.11NO3 ' (ketorolac

tromethamine) in 15 min / He meHee
102% 75 % Q CisHiaNO3;*C4H | (NOs
(keTopoilaka  TPOMETaMHH)  4epe3

Unit-4 / Tabn-4 102% 15 mMuH
Unit-5 / Tabn-5 103%
Unit-6 / Tab1-6 106%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / Obpasyetcs
OJIHOPOJIHAsA CYCIEH3Ms, MPOXOASLIAsT
CKBO3b CHUTO C pPa3MEpOM OTBEpPCTHI
710 MKM.
8 Related impurities / PoacTBeHHbIe mpuMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-ruapoxcHaHanor
KETOpO.JIaKa
ketorolac 1-keto analog/ 0.05% Not more than 0.5 % / He 6onee 0,5 %

1—KeT0&HaHOFKCTOpOHaKa

CAHHHUYHasA

IpHMECh

Any unidentified impurity /

HeuaeHTUOULUpPOBaHHAS

0.04%

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

Remarks : The Product conforms to ND/
ITpumeuanue: IlpoxykTt cootBercTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
Zaxkmouenue: OJOBPEHO

Prepared by /

HOJIFOTDBHEHUZ% \}L\\ IIpoBepeHo: Ono6peHo: Menemxkep / Pykoroaurelbs
Ramakant Y Himesh Kumar —| Pavan Kumar Sharma %

Checked by /

Approved by: Manager/Executive /

Print Date /
Jara: 12.02.2022

Print Date /
Jara: 12.02.2022

Print Date /
Jata: 12.02.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg i +;l o e e
IIpoaykt: Keropon® Dxcnpece (keToponak) TableTkH, IUCNeprupyemsie B nongc“;g'p’rr%% e
Batch No / : V2200047 Batch Quantity / : 252.000 KG
Cepus Ne O61em cepun

Analytical Report No / : 890001569603 Date of Analysis / : 12.02.2022
AHaJIHNTHYECKHI 0TUeT No JlaTta ananusa

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JdaTa npon3BoacTBa Toaen no

Analysis performed according ND / Ananus nposegen mo HJI: JIT1-004929-011119

Page Sof 6 / Ctp. 51u3 6

1;.3 Test / IloxazaTennb Results / Pe3ynbTaThl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CyMMa npumece
9 Water / Bona 1.5% Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTounble oOprannyeckue pacTBOpUTE/TH

Isopropyl alcohol /
H3zonponaHon

2 pg/Tab Not more than 350 pg/tab /
He 6o1nee 350 Mkr B TabneTke

11 | Microbial enumeration tests / Mukpo6uoJiornueckas 4Mcrora

Count / O6uiee 4ucio
a3pOOHBIX MHKPO-
OpraHU3MOB

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /

Menee 10 KOE/r He 6oxee 1000 KOE/r

b) Total Combined Yeast Less than 10 CFU/g/ Not more than 100 CFU/g /
and moulds count / Obuiee Menee 10 KOE/r He Gonee 100 KOE/r
YHCIIO JPOXOKEBBIX U
TUIECHEBBIX TPHOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCYTCTBYET OtcyTcTBHE B 1 T
12 | Uniformity of dosage units / 6.8 Acceptance value (AV) not more than
OpHopoAHOCTH 15.0 / TIpnemouHoe 3HaueHHe (AV) He
J03UpOBaHUS 6onee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumedanue: [Iponykt cooTseTcTBYET TpeboBanusam HJT 3axmoyenne: OJOBPEHO
Prepared by / . Checked by / Approved by: Manager/Executive /
[Toarororneno: \‘:—S ~~ | NlpoBepeHo: Ono6peno: Menemxep / PyxosoanTtess
Ramakant % Himeshé:nia_r.s,, 3 Pavan Kumar Sharma L’i’{t,-f/ -
Print Date / Print Date / Print Date / -
Jata: 12.02.2022 Hata: 12.02.2022 Jara: 12.02.2022
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drre d1 %/s.com

Tei T+91 98166 5000102

Hpoayxr: Keropon® Dkenpecc (keToposak) TablieTky, IHCIEPrMpYEMBIE B MOJIOCTH pTa, 1U Mr
Batch No / : V2200047 Batch Quantity / : 252.000 KG
|Cepus Ne O0nem cepun

Analytical Report No / : 890001569603 Date of Analysis / : 12.02.2022
AHAaNHTHYeCKHH oTUeT Ne JlaTa ananusa

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara mpousBsoJacTBa T'open go

Analysis performed according ND / Anam3s nposeaen mo HJI: JIT1-004929-011119

Page 6 of 6/ Crp. 613 6

i.f Test / Iloxa3zarenab Results / PesyabTaTs! Specification / Hopma
13 Assay / KonnuecTBeHHOe 10.0 mg/ 10.0 Mr From 90mg to 11.0mg of
onpejaesieHHe (99.9 %) CisH13NO3C4H (NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 11,0 Mr Ci15sH;3NO;3+C4H | 1NO3
(xkeToponaka TpomeTamuH) (ot 90,0 no
110,0 % OT 3asBJIEHHOTO KOJIMUECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0846 mg/tab / Not less than 0.042 mg/tab /
content / CogepxkaHue 0.0846 Mr B TabneTke He menee 0,042 mr B TabneTke
OyTHArMAPOKCHAHM301a
15 | Package/ YnakoeBka 10 tablets in a blister of | 10 tabletsin ablister 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 | TaGnetox B 6nmcTepe u3 (ITA/AJI/IID ¢
pack. / Ilo 10 Ta6nerox B | Braromornorurenem/IISBIT) ¢onwru //
Gmucrepe w3 (MA/AJI/TID ¢ | (IID/AJI) donsru. [o 1 nmm 2 6nucTepa
snaronoriaotutenem/I19BIT) C MHCTpYKIMeH 10 TOpUMEHEHUO B
doneru // (I13/AJ1) doneru. [lo | mavKy KapTOHHYIO.
2 6nuctepa ¢ MHCTPYKLHUEHR IO
NPUMEHEHHIO B mayKy
KapTOHHYIO.
16 Labeling / MapxkupoBka According to ND / B cootBerctBuu ¢ HJ|
17 | Storage conditions / Below 25 “C. / |1pu TemnepaType He BhILIE 25 °C.
XpaHenue
18 | Shelf life / Cpok roaHocTtu 2 years / 2 rozga
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITponykT cooTBercTBYeT TpebopaHuaM HJI 3axnrouenne: OJOBPEHO
Prepared by / % Checked by / Approved by: Manager/Executive /
ITonrorosneHo: \}l-- ITporepeHo: OnobpeHo: Menemxep / Pysosoautens
Ramakant ALY lﬁmcs&ﬂ'l,’_g. Pavan Kumar Sharma ;:;'f/,
Print Date / Print Date / Print Date /
Hara: 12.02.2022 Hara: 12.02.2022 Hara: 12.02.2022
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