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CERTIFICATE OF ANALYSIS

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

CEPTUDHKAT AHAJIH3A

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

Tal . 1Q1 Q1665600102
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg \A‘/-wwcdj;r;ddL;;cJ;r;w .
Mpoaykr: Keropon” Dxenpece (keToponak) TabieTky, AHCHEPripyeMbIe B NONOCTH pTa, 10 mr
Batch No / : V2101795 Batch Quantity / : 252.000 KG
Cepusn Ne Oo6bemM cepHH
Analytical Report No / : 890001552704 Date of Analysis / : 30.10.2021
AHanuTHYecKHii oTyeT Ne Jara ananusa
Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JdaTa npoH3BOACTBA I'omen o
| Analysis performed according ND / Ananns nposesen no HJL: JII1-004929-011119

Page1of 6/ Crp. 1 u3 6

V®-cnektpodoTOMETpHA

NNS Test / [lokasaTens Results / PesynbTaTh! 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. / Kpyrinsle, Iockue Kpyrible, miockue TabaeTku ¢ packoi,
TabneTkH ¢ ackoii, cBETIO- CBETJIO-KENTOrO LBETA C IPAaBUPOBKOM
JKENTOro LIBETa C FPaBUPOBKOi «/» Ha OQIHO} CTOpOHE.
«l» Ha OJTHOH CTOpOHE.
2 Identification / IlognnHHOCTL
Ketorolac / Kemopoiax
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®-crniekrpst
HOITIOMIEHUS UCTIBITYEMOr0 pacTsopa
pacTBopa  cTaHgapTHoro  ofpasia
KETOpOJaka TPOMETaMHMHA  JOJDKHBI
HMETH MaKCHUMYMBI IIPY OJIHOMH K TOM e
IJTMHE BOJIHBIL (£ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: [IpOIyKT COOTBETCTBYET TPEOOBAHHIM HJI

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroToseHo: IIpoBepeHo: ___| Onobpeno: Menemiep PykoBoauTEb
Ankit A Himesh KcuEa_'bL///”- Abhishek Chauhan

Print Date / Print Date / Print Date /

Jara: 30.10.2021 Jara: 30.10.2021 Jara: 30.10.2021

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: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg oo dave com
Nipoaykr: Ketopon” Dkenpece (KeToposiak) TabIeTky, AMCTICPrHPYEMbIC B 10JIOCTH PTd, 10 mr
Batch No / : V2101795 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepun

Analytical Report No / : 890001552704 Date of Analysis / : 30.10.2021
AHAJTUTHYECKHI oTyeT No Jara ananamsza

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
Hdata npon3BoacTBA Tonen go

Analysis performed according ND / Anaju3 nposeaen no HJ1; JI11-004929-011119

Page20of 6/ Crp. 2 m3 6

No

No Test / TlokazaTenb Results / Pe3ysibTaThl 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  ynepxuBaHus
OCHOBHOTO IMHKa Ha XpoMarorpaMme
UCTBITYEMOTO ~ PacTBopa  HOJDKHO
COOTBETCTBOBATh BpEMEHH
yIEepXKHBaHUs OCHOBHOTO TIHKa Ha
Xpomarorpamme pacTBOpa
CTaHOAapTHOrO o0pasna KeTopojaka
TpOMeTaMHHa (pazmen
«KONMYecTBEHHOE OTPeIeNIEHHEN).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: Ipoaykt coorsercrayer Tpedboannam HJT 3axmouenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loprorosneso: IIpoeepeHo: Onobpeno: Menemkep / Pykosoauresb
Ankit / A Himesh KW‘bAbhishek Chauhan [.

L_'_'_,_,_...-"' v

{

L

Print Date / Print Date / Print Date /
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Product : Ketorol E_I)I(press (ketorolac) Orally Disintegrating Tablets 10 mg | v drred dys.com

IpoaykT: Keropon” Dkenpece (keToponak) TabieTky, AMCIEPrupyemble B MOIOCTH PTd, 10 mr

Batch No / : V2101795 Batch Quantity / : 252.000 KG

Cepusa Ne O0bem cepun

Analytical Report No / : 890001552704 Date of Analysis / : 30.10.2021

AHAJNHTHYECKHI 0TUeT No JlaTa anannsa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023

JaTa npoM3BoJcTBA T'open no

Analysis performed according ND / Ananu3s nposenen no HJI: Jil1-004929-0111 19
Page3 of 6/ Crp.3n3 6

1;.00 Test / Iloka3aTens Results / Pe3yabTaThl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IToAJIMHHOCTD butylhydroxyanisole peaks on the
Oy THJITMAPOKCHAHH30J1 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 yaepKuUBaHUsA
nuKoB  2-6YTWITHIPOKCUAHW30NA W
3-6yTHATHAPOKCHaHH3051a Ha
XpoMarorpamme UCTIBITYEMOTO
pacTBopa [OJDKHBI COOTBETCTBOBAThH
BpeMEHaM yIep)KUBaHHUA ITHKOB
2-0yTHATHAPOKCHAHU30JIa u
3-6yTUITHAPOKCUAHU30TIa Ha
XpoMartorpaMme pacTBopa
CTaHJApPTHOI'O obpaziua
OYTHITHAPOKCUAHU30J1a (pa3men
«Copnepxanue
OyTUIrMAPOKCHAHU30Ia).

4 Average weight / Cpeansisi 70.8 mg/ 70.8 Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
Macca Ot 67,2 Mr o 72,8 mr (70,0 Mr+ 4,0 %).
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OAHOPOAHOCTHL MAaCChI 2/20 tablets - not more than + 20 % /

18/20 Tabnetok — He OGomee =10 %
2/20 Tabnetok — ue 6omnee £ 20 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Iponykr cootsercTByeT TpeGoatusm HJL 3axsmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosieHo: [TpoeepeHo: OnobpeHo: Menemxkep// Pykopoaureis
Ankit /% Himesh W Abhishek Chauhan Z:/
(L~
Print Date / Print Date / Print Date /
Jara: 30.10.2021 Jarta: 30.10.2021 Jara: 30.10.2021
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Mpoaykr: Keropon” Dkenpece (ketoponak) TabJIETKH, AUCIIEPrUpyEMbIE B oaocTH pra, 10 mMr
Batch No / : V2101795 Batch Quantity / : 252.000 KG
Cepus Ne O61em cepuu

Analytical Report No / : 890001552704 Date of Analysis / : 30.10.2021
AnraauTuieckuii oruer No Jara anaansa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JlaTa npon3BOACTBA T'onen no

Analysis performed according ND / Ananins nposeen no HJI: JIT1-004929-011119

Paged4 of 6/ Crp.4u3 6

1;.:) Test / IlokasaTen Results / PesyabTaTsl Specification / Hopma
5 Disintegration time / 00 min 14 sec / 00 MuH 14 cek Not more than 3 min / He 6onee 3 mun
Pacnanaemocrn
6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 101 % Not less than 75% (Q) of
. Ci1sH13NO3*C4H 1NOs (ketorolac
Unit-2 / Ta6n-2 101 % tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 101% | 75% (Q  CisHisNO3;*CHuNOs
. (keTOposlaka ~ TPOMETaMMH)  4epes
Unit-4 / Tabn-4 101 % Tis"mimm
Unit-5 / Tabn-5 101%
Unit-6 / Tab1-6 101 %
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JlucnepcHOCTH 710 um sieve is formed. / O6pasyercs
OIHOPOIHAsT CYCIEH3HdA, NMPOXOAsAMIAs
CKBO3b CHTO C pa3MepoM OTBEPCTHUM
710 MKM.
8 Related impurities / PoacTBenHble IpUMecH
ketorolac 1-hydroxy analog / BDL (Disregard Area 924) Not more than 0.5 % / He 6oxnee 0,5 %
1-ruapokcuaHaior
KETOopoNaKa
ketorolac 1-keto analog/ 0.03% Not more than 0.5 % / He 6onee 0,5 %
1-keToaHaNoOr KETOpOJIaKa
Any unidentified impurity / 0.03% Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHAs
HeHASHTUGUIIMPOBAHHAS
pHMECh
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: IIpoaykt cooteTcTBYeT TpeboBaHusaM HJI 3axmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
HoaroroneHO: IIposepeHo: Onobpeno: Menemiep / Pykosoauresib
Ankit /N Himeshé{__grsn_z_z_r:j//—? Abhishek Chauhan x’j //
e
Print Date / Print Date / Print Date /
JHata: 30.10.2021 Hara: 30.10.2021 Hara: 30.10.2021
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg AEddvEEem
Npoayxr: Keropon®™ Dkenpecc (keToponiak) TadiaeTki, AHCHEPTrHpyEMble B MIONOCTH PTd, 10 mr
Batch No / : V2101795 Batch Quantity / : 252.000 KG
|Cepus Ne O6bem cepun

Analytical Report No / : 890001552704 Date of Analysis / : 30.10.2021
AHanuTHYecKni orueT No Jara ananuza

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JdaTa npoH3BOACTBA Toxen xo

Analysis performed according ND / Ananus nposeaen no HJL: JII1-004929-011119

Page S of 6/ Crp.Su3 6

No

No Test / [TokasaTenn Results / Pe3yibTaTh! Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit

9 Water / Boga 23% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHbIe OpraHHYeCKHe PaCTBOPUTEIH

Isopropyl alcohol / 2 ng/Tab Not more than 350 pg/tab /
HzonponaHon He Gonee 350 Mxr B TableTKe

11 | Microbial enumeration tests / MUKpooHOI0ruyecKas YucTora

a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / Ob11ee 4HCIIO0 Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MUKPO-

OpTaHru3MOB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Ob1iee Menee 10 KOE/r He 6onee 100 KOE/r

YHCIIO APONOKEBBIX U
IUIECHEBBIX IPUOOB

c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCYTCTBYET OtcyrctBUe B 1 1
12 Uniformity of desage units / 8.2 Acceptance value (AV) not more than
OQHOPOAHOCTL 15.0 / lpuemouHoe 3HaueHne (AV) He
J103UPOBAHUS 6onee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [poaykt coorseTcTyeT Tpeboanuam HJT 3akmwouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
HonrO'rOQ;le]Ho: IIpoeepeno: _ Onobpeno: Menemwkep / Pykopoauteib
Ankit /N HimeshM Abhishek Chauhan //
( £ — | =
Print Date / Print Date / Print Date /
Hata: 30.10.2021 Hara: 30.10.2021 JHara: 30.10.2021
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg v drreddys.com
HNpoaykr: Keropon" Dkenpece (keToposak) TabneTKM, AUcnieprupyemMbie B mosocty pra, 10 mr
Batch No / : V2101795 Batch Quantity / : 252.000 KG
Cepua Ne O0Bem cepHH

Analytical Report No / : 890001552704 Date of Analysis / : 30.10.2021
AnannTudeckuil orger Ne Jara anaausa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
Jara npou3BoAcTBA T'onen po

Analysis performed according ND / Ananus nposenen no HJL: JI[1-004929-011 119

Page 60f 6/ Crp. 6 13 6

No

Test / [loka3aTenab
Ne

Results / Pe3yjibTaThl

Specification / Hopma

13 Assay / KonuuecTBeHHOe
omnpejeseHne

10.3 mg/ 103 mr
(103.3 %)

From 90mg to 11.0mg of
C15H;3NO3°C4H 1 NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
nmo 11,0mMr  CisH;3NO3C4H(1NO;
(xeToponaka tpomeramuH) (0T 90,0 mo
110,0 % oT 3asBJEHHOTO KONHYECTBA) B
tabneTke

14 | Butylhydroxyanisole
content / ConepxaHue
OYTHATHAPOKCHAHH301a

0.0984 mg/tab /
0.0984 mr B TabneTke

Not less than 0.042 mg/tab /
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. / Tlo 10 Ttabnerok B
onucrepe w3 (IIA/AJITID ¢
pnaronornorurenem/[13BIT)
donsru // (II3/AJ1) doneru. Ilo
2 GmucTepa ¢ UHCTPYKLHEH II0
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. / Ilo 10
tabnerok B 6muctepe u3z (ITA/AJI/IIS ¢
praronornotutesiem/I19BII) donbru //
(T13/AJ1) ¢poneru. o 1 unu 2 6nuctepa
C MHCTPYKUMEH II0 NPUMEHEHHIO B
[a4YKy KapTOHHYIO.

16 | Labeling / Mapkuposka

According to ND / B cootBetcTBrM ¢ H/I

17 | Storage conditions /
XpaHeHue

Below 25 °C. / Ilpu Temniepatype He Bbile 25 °C.

18 | Shelf life / Cpok roanocTtu

2 years / 2 rona

Remarks : The Product conforms to ND/
Ipumeuanue: [IpogyKT COOTBETCTBYET TPEOOBAHHAM HJI

Conclusion : APPROVED /
Zaxmiouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoprororngHo; IIpoBepeHo: ___| Onobpeno: Menemxep | Pykosoaurens
Ankit { Q HimeShW' Abhishek Chauhan L//
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Print Date / Print Date / Print Date /
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