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

CEPTUDUKAT AHAJTM3A Tel : +91 98166 56001-02
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Hpoaykt: Ketopon® Dxenpece (keroponak) TabneTkH, AMCIEpripyemble B NOJOCTH pTa, 10 mr
Batch No / : V2101768 Batch Quantity / : 252.000 KG
Cepua Ne O6bem cepun
Analytical Report No / : 890001551924 Date of Analysis / 1 25.10.2021
AHanuTHUYecKkHii oTyeT Ne JlaTa anajusa
Date of Manufacture / : Oct-2021 Date of Expiry / 1 Sep-2023
JlaTa npouzBoacTra T'ogen no
Analysis performed according ND / Ananus nposenen mo HJI: JIT1-004929-011119

Page1of 6/ Crp. 1 u36

1;.00 Test / [TokazaTenn Results / PesyabTaTsl 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. / Kpyraste, miockue Kpyrisie, ninockue Tabnetku ¢ Gackoid,
TabneTku ¢ $hackoi, CBeTIo- CBETJIO-XKEJITOrO LIBETa C IPaBUPOBKOA
XKEJITOTO 1BETA C IPaBUPOBKOM «l» Ha omHOI cTOpOHE.
«» Ha OJIHOI CTOpPOHeE.
2 Identification / [loauHHOCTL
Ketorolac / Kemoponax
a) Byuv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

Y®-cniektpodoromeTpHs

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / V®-criekTpsl
MOrJIOLUIEHUs. UCTIBITYEMOTO PacTBOpa U
pacTBOpa  CcTaHmapTHoro  obpasua
KETOpOJiaka TpPOMETaMHHa  JOJIKHBI
HUMETb MAKCUMYMBI [IpH OJHOH U TOH e
IUTMHE BOJHEI (£ 2 HM).

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBauusam HJT

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: - ITpoeepeno: (_—~ | Onobpeno: Menemxep / Pykogoaurens
Pardeep Kumar . ’ . Om Prakash 5:/2(7"’(‘/1 — | Manoj Kumar ( ' el

Print Date / Print Date / Print Date /

Jara: 25.10.2021 JHara: 25.10.2021 Jara: 25.10.2021

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 www.drreddys.com
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Avanurnueckuii oryer Ne Jlara ananusa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
Jdara npou3BoOACTBA T'open no

Analysis performed according ND / Anaaus nposenen mo HJI: JII1-004929-011119

Page20of 6/ Crp.2u3 6

No
Ne

Test / [loxka3zaTeb

Results / PeayabTaTs!

Specification / Hopma

b) By HPLC / BOXKX

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  yOepXuBaHus

OCHOBHOI0 IIHKa Ha XpoMaTorpamme

MCILITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpEMEHHU
VIEp)KUBAHMA OCHOBHOTO TNHKA Ha
XpoMarorpamme pacTBOpa
CTaHOapTHOrO o0pa3la KeTopoJiaka
TpOMETaMUHa (paznen

«KonnuecTBeHHOE onpeneneﬂne»).

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoayKT COOTBETCTBYET TpeboBanmaM HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
T1oArOTORMEHY:
Pardeep Kumar

I

Checked by /

[lposepeny: -

Om Prakas}l(-b;';%ﬂfvr"’/
ﬁ_, /

Approved by: Manager/Executive /
OuuGpenu. Menvaxep / Pynusuamivis

Manoj Kumar | E' Z Lj_{éf.-:

Print Date /
Jara: 25.10.2021

Print Date /
Hara: 25.10.2021

Print Date /
Jara: 25.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 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

HpoaykT: Ketopon® Dkcnipece (keTopoiak) TabieTky, AUCIeprupyeMble B Moa0cTH pra, 10 mr

(3]
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Batch No / : V2101768 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepun

Analytical Report No / : 890001551924 Date of Analysis / : 25.10.2021
AHanurTnyeckuii oTyeT Ne JlaTa anamu3a

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JaTa npoM3BOJCTBa Tonen no

Analysis performed according ND / Auasn3 nposexen mo HJL: JII1-004929-011119

Page3 of 6 / Crp. 3 u3 6

1;.2 Test / [loka3aTe/b Results / PesynbTaTs! Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MMoannHHOCTH butylhydroxyanisole peaks on the
OYTHITHAPOKCHARU30 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 ynepxUBaHUs
NMKOB  2-OyTHArMIpOKCUAHM30Ia U
3-6yTHITHIPOKCHAHU30]1a Ha
XpOMaTorpamme HCIIBITYEMOTO
pacTBOopa [OODKHBl COOTBETCTBOBAaTh
BpeMeHaM YAEPKHUBAHYA MHKOB
2-0yTUATHOPOKCHAHU301a U
3-0yTWIrHapOKCHaHU30MIa Ha
XpoMaTorpaMmme pacTBopa
CTaHIapPTHOTO obpasua
6YTHIITHIPOKCUaHH30Ma (paznen
«Copepxanue
OYTHITHAPOKCHAHU30Ia»).
4 Average weight / Cpennss 69.5 mg/ 69.5 Mmr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./

mMacca

Ot 67,2 Mmr 1o 72,8 mr (70,0 Mr £ 4,0 %).

Uniformity of weight /
OnHOPOAHOCTEL Macchl

Complies / CooTBEeTCTBYET

18/20 tablets - not more than £ 10 %
2/20 tablets - not more than = 20 % /
18/20 Ttabnerox — He Oosee + 10 %
2/20 tabnerok — He 6onee + 20 %

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipoaykr coorBeTcTBYeT Tpebopanusam HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
lloaroToBieHo: Mposepeno: ¢y L~ OnobpeHo: Menemskep / Pykosouuieits
Pardeep Kumar 0{7 Om Prakash ;7 M Manoj Kumar QLL f

) 1% (gl
Print Date / Print Date / Print Date /
Jarta: 25.10.2021 Hara: 25.10.2021 Hara: 25.10.2021

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

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

CEPTUOUKAT AHAJTA3A Tel : 491 98166 56001-02
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Npoaykr: Ketopon™ Dkenpece (keToponak) TabneTky, AMCIEprupyemble B noaocty pra, 10 mr
Batch No / : V2101768 Batch Quantity / : 252.000 KG
Cepus Ne O0bem cepuu
Analytical Report No / : 890001551924 Date of Analysis / : 25.10.2021
AHaJUTHYECKHHA oTyeT Ne JlaTa aHa/IH3a
Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JaTta npou3BoAcTBa T'onen no
Analysis performed according ND / Ananu3s nposeaen no HJL: JI1-004929-011119

Page 4 of 6/ Crp.4m3 6

1;.? Test / [Tokasarens Results / Pe3yabTaThl Specification / Hopma
5 Disintegration time / 00 min 25 sec / 00 muH 25 cex Not more than 3 min / He 6onee 3 mun
Pacnagaemoctb
6 Dissolution / PacTBopeHune Unit-1/ Tabn-1 101 % Not less than 75% (Q) of
. C1sH1sNO3*CH 1 NO3 (ketorolac
it 2,/ T abii=2 96 % tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 102 % 75% (Q)  CisHisNO3;*C4H;1NO;
. . (keToponaka  TPOMETaMHUH)  HEpE3
Unit-4 / Tabn-4 99 % 15 mMuR
Unit-5 / Tabn-5 98 %
Unit-6 / Tabn-6 102 %
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JAucnepcHocTb 710 um sieve is formed. / Obpasyercs
OHOPOMAHAS CYCNIEH3HsA, IPOXOIsuas
CKBO3b CHTO C pa3sMepoM OTBEPCTHH
710 MKM.
8 Related impurities / PoacTBeHHbIe npuMecH

ketorolac 1-hydroxy analog /
l-rumpoxcuanarnor
KETopoJaKa

ketorolac 1-keto analog/
1-keTOaHATIOF KETOPOIaKa

Any unidentified impurity /
e IMHWYHAS
HEUIEeHTU(GUIHPOBaHHAS
[IPUMECh

BDL (Disregard Area 952)

0.03%

0.04%

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

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

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

Remarks : The Product conforms to ND/
[MTpumeuanue: [IpogykT coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zaxawdenune: OJOBPEHO

Prepared by /
lloaroTorneno:
Pardeep Kumar

=L

Checked by / |
I1pogepeno: < ) -«W‘L"
Om Prakash ( Y T

Approved by: Manager/Executive /
UnobpeHo: Menemxkep / PykoBoauTensb
Manoj Kumar )

Print Date /
Jata: 25.10.2021

Print Date /
Jara: 25.10.2021

Print Date /
Hara: 25.10.2021

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: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTUOPUKAT AHAJIM3A

Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dkenpece (keToposiak) TabNeTKu, AucieprupyemMble B NOA0CTH pTa, 10 mr

®

IIpoayxT: Ketopon

www.drreddys.com

Batch No / : V2101768 Batch Quantity / : 252.000 KG
Cepns Ne O0bem cepun

Analytical Report No / : 890001551924 Date of Analysis / : 25.10.2021
AHAJMTHYECKHI oTueT No JlaTa ananan3za

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
Jara npousBoacTBa T'onen go

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

Page S5of 6/ Crp. 5u3 6

i.? Test / IToka3zaTennb Results / PesysibTaThl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMa npumecei
9 Water / Bona 24 % Not more than 7.0% w/w /
He 6onee 7,0 %
10 Residual solvents by GC/ OctaTouHble OpraHu4deckKHe pacTBOPHTE/H
Isopropyl alcohol / 2 pg/Tab Not more than 350 pg/tab /
H3zonponaHon He 6onee 350 mkr B TabneTke
11 | Microbial enumeration tests / Mukpo6uosaoruieckas YucToTa
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / Obuiee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3po6HBIX MIKPO-
OpraHHU3MOB
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
YUCJIO APOXOKEBBIX U
ILIECHEBBIX IPHOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTcyTCcTBYET OtcyrcTBUe B 1 T
12 Uniformity of dosage units / 3.0 Acceptance value (AV) not more than
OaHOpOAHOCTH 15.0 / IlpuemoyHoe 3Ha4ueHHE (AV) He
NO03UPOBAHHS 6onee 15,0.

Remarks : The Product conforms to

ND/

[Tpumeuanue: [IponykT coorsercTByeT Tpedopanusam HJI

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by /
[oaroroniciio:
Pardeep Kumar

Checked by /

Ipopopenio: « ) .
Om Prakash f‘: py V’\T"m/'_

L—

Approved by: Manager/Executive /
Onobperro: Meuemt:eg/ Pykoeoautens
Manoj Kumar g il

Print Date /
JHara: 25.10.2021

Print Date /
Jata: 25.10.2021

Print Date /
Jara: 25.10.2021

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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CEPTUOPUKAT AHAJIM3A

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

Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Mponyxr: Keropon™ Dxcnpecc (ketoposak) TadlieTku, UCNEPripyembie B nonoctu pra, 10 mr
Batch No/ : V2101768 Batch Quantity / : 252.000 KG
Cepus Ne Oo0Bem cepun

Analytical Report No / : 890001551924 Date of Analysis / : 25.10.2021
ApanuTH4eckKHii oruyer Ne JlaTa ananu3a

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JlaTa npoM3BOACTBA I'ogen o

Analysis performed according ND / Ananus nposexen mo HJI: JII1-004929-011119

Page 6 of 6 / Ctp. 6 M3 6

1;.:) Test / [lokasaTennb Results / Pe3ynbTaThl Specification / Hopma
13 Assay / KoanuecTBeHHOe 9.9mg/99 mMr From 90mg to 11.0mg of
onpejejeHue (99.1 %) C)5H13NO;3+C4H [ 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 11,0mr  CysHisNO3+CsHi ' NO;
(xeToponaka TpomeramuH) (ot 90,0 mo
110,0 % OT 3asABJICHHOTO KOJIMUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0928 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHne 0.0928 mr B TabneTke He menee 0,042 Mr B TabneTke
OyTHArHAPOKCHAHU30/12
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tablets ina 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. / Ilo 10
information leaflet in a carton | Tabnetok B 6nucTepe us (ITA/AJI/IID ¢
pack. / Tlo 10 Tabmerox B | Bmaromornotutenem/IIOBII) donbru //
6mucrepe uz  (TIA/AJ/NID ¢ | (TII3/AJI) donsru. o 1 win 2 Girictepa
praronoriaoTutenemM/I19BIT) C UHCTpyKLped N0 TNPHMEHEHHIO B
¢oneru // ([13/AJ]) boneru. [lo | nayky KapTOHHYIO.
2 6nucrepa ¢ MHCTpYKLHUEH Mo
MPUMEHEHUIO B nayky
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootBercTBum ¢ H]I
17 | Storage conditions / Below 25 °C. / IIpu Temneparype He Bbiie 25 °C.
XpaHenne
18 | Shelf life / Cpok roanocTH 2 years / 2 rona

Remarks : The Product conforms to ND/
[Tpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanuam HJY

Conclusion : APPROVED /
Baxarouenue: ONOBPEHO

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

11oATOTOBNEHO! " TIPOBEPEHO: — qm OpO0pLHL. Muﬂemmp / Bykusuinicib

Pardeep Kumar cr;L_f Om Prakash m/fr" Manoj Kumar wed
i

Print Date / Print Date / Print Date /

Jara: 25.10.2021 JlaTa: 25.10.2021 Jara: 25.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
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