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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTHOHKAT AHAJIU3A

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

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
[pojykT: Keropon' Dkenpecc (keToposiak) TabneTkn, AMCreprupyemble B Noaoctu pra, 10 mr

Batch No / : V2102214 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepun

Analytical Report No / : 890001564779 Date of Analysis / : 12.01.2022
AHanuTHYEeCKHH oTyeT Ne JlarTa anannza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
HdaTa npousBoacTrea Tonen o

Analysis performed according ND / Anaans nposenen no HJI: JIT1-004929-011119

Page 1 of 6 /Crp. 1u3 6

No . g
No Test / [TokasaTens Results / PeynbraThi 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. / Kpyrasle, nnockne Kpyrnsle, nnockue tabnetku ¢ Gackoii,
TabIeTKHU ¢ (hacKoid, CBETO- CBETJIO-ENTOrO L(BETa C IPaBUPOBKOM
JKEJNTOro LUBETa C FPaBUPOBKOH «» Ha omHOIi cTOpOHE.
«l» Ha OJJHOIf CTOpOHE.
2 Identification / IToanuuHoCTHL
Ketorolac / Kemoponax
a) ByUv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (= 2nm). / VO-cnekTpsl
TOTJTONIEHHA MCIIBITYEMOIO PACTBOPa U
pacTBopa  cTaHmapTHoro  ofpasua
KETOpoJlaka TpoOMeTaMHHa  JOJIXKHbI
HAMETb MAaKCUMYMBI [IPH ONHOM U TOM e
JUIMHE BOJIHHI (£ 2 HM).

Y®-cnextpodoromeTpus

Conclusion : APPROVED /
3akaouenue: OJIOGPEHO

Remarks : The Product conforms to ND/
lpumeuanue: [Iponykt cooTBercTBYeT TpeGosanmam HJJ

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarororneno: [TpoeepeHo: & Onobpeno: Menemiep / PykoBoauresnn
Ankit !A Naresh Kumar %~ Pawan Kumar /\‘W}i’

Print Date / Print Date / Print Date /

Hara: 12.01.2022 Jara: 12.01.2022 MHara: 12.01.2022

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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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

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

CEPTHOWKAT ARANMIA Tel : 491 98166 56001-02
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
IMpoaykr: Keropon™ Drenpecc (KeToposiak) TabneTkH, AHCHepripyemble B roaocTu pra, 10 mr
Batch No / 1 V2102214 Batch Quantity / : 252.000 KG
Cepns Ne Ob6nem cepuu
Analytical Report No / : 890001564779 Date of Analysis / : 12.01.2022
AHanuTHYecKHH oTyeT No Harta ananuza
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npoussoacrea Toxen xo
Analysis performed according ND / Auamus nposenen no HJI: JII1-004929-011119

Page 2 of 6/ Ctp.2 u3 6

No

No Test / Ilokasarennb

Results / Pe3yabTaTst

Specification / Hopma

b) By HPLC / BOXXX

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 yaepxuBaHus
OCHOBHOI0 MHKa Ha XpOMarorpamme
UCTIBITYEMOTO ~ pacTBOpa  JOJIXKHO
COOTBETCTBOBATh BpEMEHH
YIEPXKHUBAaHUs OCHOBHOrO TMHMKa Ha
XpomMaTorpaMmme pacTeopa
CTaHAApPTHOTO KeTOpoJiaKa
TpOMeTaMHHa (pazmen
«KoJIM4ecTBEHHOE OTIpEIeIeHHEY).

obpazua

Remarks : The Product conforms to ND/
[Tpumeuanne: [MpoaykT cooTBeTcTBYET TpeGoBaHMAM HJJ

Conclusion : APPROVED /
Sakmouenne: OJJOLGPEHO

Hara: 12.01.2022

Hara: 12.01.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IloxrotoBneno: . IIposepeHo: @ Onobpeno: Menemxep / Pykosoaurens
Ankit ﬁ Naresh Kumar 2~ Pawan Kumar

Print Date / Print Date / Print Date / '

Hara: 12.01.2022

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: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

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

CEPTUGUKAT AHAJIN3A Tel : +91 98166 56001-02 -
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com ]
Ipoaykt: Keropon" Dkcnpece (keToposiak) TabneTky, AMCeprupyemble B N0A0CTH pra, 10 Mr
Batch No / 1 V2102214 Batch Quantity / : 252.000 KG
Cepus Ne Oo0bem cepun
Analytical Report No / : 890001564779 Date of Analysis / : 12.01.2022
AHanutuyeckuit oruer Ne Jara ananuza
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jarta npousBoacrea I'ogen no

Analysis performed according ND / Anaans nposeaen mo HJI: JI[1-004929-011119

Page3 of 6/ Ctp. 3 u3 6

No

No Test / [Toka3zarens

Results / PeaynbraTsi

Specification / Hopma

3 Identification
Butylhydroxyanisole /
IMoanunuoctey

OYyTHIrMIAPOKCHAHN3O0JI

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 ynepxuBaHuS
IMKOB  2-OyTMNTUAPOKCHAHM30IA H
3-0yTHITHAPOKCHAHH30/1a Ha
Xpomarorpamme HCTIBITYEMOro
pacTBopa JOMKHBI  COOTBETCTBOBATH
BpEMeHaM YIAEpKHBAHUS MMHKOB
2-6yTUArHAPOKCHAHHU30Ia "
3-6yTUNTHAPOKCHAHK301a Ha
XpoMarorpaMMme pacTBopa
CTaH/IAPTHOTO obpa3zua
OyTUNTUAPOKCHAHHU30a (pazmen
«Copnepxanue
OyYTHITHOPOKCHAHU30Ia»).

Average weight / Cpenuasn
Macca

70.2 mg/70.2 Mr

67.2 mgto 72.8 mg (70.0 mg £ 4.0 %)./
Ot167,2 Mr no 72,8 mr (70,0 Mr £ 4,0 %).

Uniformity of weight /
OaHOpoAHOCTH MACChI

Complies / CootBeTcTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than = 20 % /
18/20 Tabnerox — He Gonee + 10 %
2/20 rabneTok — He Gonee + 20 %

Remarks : The Product conforms to ND/
ITpumeuanue: Ipoaykr cootBercTByeT TpeGoBanusm HJI

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Hara: 12.01.2022

Mara: 12.01.2022

Hara: 12.01.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosnexo;, ~, ITpoeepeHo: @/ Onobpeno: Menemxep / PykoBoaurein
Ankit ﬂ Naresh Kumar Pawan Kumar

L= ~ i
Print Date / Print Date / Print Date / '

Registered Office: 8-2-237, Road No. 3, Banyara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 292¢, Email: mail@drraddys.com
CIN: L85195AP1984PLCCO45CT

wywvedrreddys.coni
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTUPHUKAT AHAJIU3A

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

Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com

ITpoaykr: Keropon™ Dkenpecc (keToposak) TabeTky, AMCHEPrHPYEMbIe B roocTH pra, 10 mr
Batch No / : V2102214 Batch Quantity / : 252.000 KG
Cepus Ne Obbem cepun

Analytical Report No / : 890001564779 Date of Analysis / : 12.01.2022
AHanutu4eckuii oryer Ne Jlara anannza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npousBoacrea T'open no

Analysis performed according ND / Auaans nposesen no HJI: JI[1-004929-011119

Page40f 6/ Crp. 4 u3 6

1;00 Test / Mokazaresnn Results / PesyabTaTel Specification / Hopma
S Disintegration time / 00 min 38 sec / 00 muH 38 cex Not more than 3 min / He 6osiee 3 mun
Pacnagaemocth
6 Dissolution / PacTBopenne Unit-1/ Ta6xa-1 103% Not less than 75% (Q) of
. C15H13NO3+C4H 1 1NO; (ketorolac
= = V)
Unit-2 / Tabn-2 L% tromethamine) in 15 min / He MmeHee
Unit-3 / Ta6n-3 101% | 75%  (Q)  CisHisNO3*C4H11NO;
. ) (keToponaka  TpPOMETaMHH)  4epes
Unit-4 / Tabn-4 103% ik
Unit-5 / Tabn-5 103%
Unit-6 / Tabn-6 106%
[ Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JducnepcHocrs 710 um sieve is formed. / OGpasyeTcs
OIHOPOJHAA CYCIEH3Hs, MPOXOAALIas
CKBO3b CHTO C pa3MepOM OTBEPCTHIA
710 MKM.
8 Related impurities / PoacTBenHble npumeck
ketorolac 1-hydroxy analog / Below Limit of Detection (LOD Not more than 0.5 % / He 6onee 0,5 %
1-ruppokcuananor :0.0010%)
KETOpoJaKa
ketorolac 1-keto analog/ 0.03% Not more than 0.5 % / He 6osee 0,5 %
1-KeToaHaIOr KeTopoJIaKa
Any unidentified impurity / . Not more than 0.5 % / He 6onee 0,5 %
eIMHAYHas 0.03%
HeUJeHTU(HULIHPOBAHHAS
MPUMECH

Remarks : The Product conforms to ND/
[Tpumeuanne: [TpoaykT coorsercTBYeT TpeboBanusam HJT

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Prepared by /
IMoarorosnexo;

= (R

Checked by /
IlporepeHo:
Naresh Kumar

e

-

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens

Pawan Kumar 4_-_

Print Date /
Hara: 12.01.2022

Print Date /
Hara: 12.01.2022

Print Date / !
Hata: 12.01.2022

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: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

Distt. Solan, H.7., 173 205, INDIA

CEFTHRHKAT AHAJIM3A Tel : +91 98166 56001-02
[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Ipoaykr: Keropon" Dkenpecc (ketoposiak) TabneTku, AMCreprupyembple B N0J0CTH pTa, 10 mr
Batch No / : V2102214 Batch Quantity / : 252.000 KG
Cepust Ne Oo0nbem cepun
Analytical Report No / : 890001564779 Date of Analysis / : 12.01.2022
AHaJauTHYeCKHI oTueT Ne Hara ananuza
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npouszBoacrsa T'onen no
Analysis performed according ND / Ananns nposeaen mo HJI: JIT1-004929-011119

PageSof 6/Crp.5u3 6

1;_00 Test / Iloka3arean Results / Pesysnbrathl Specification / Hopma
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMma npumeceit
9 Water / Boaa 2.1% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTouHble OpraHuyecKkHe pacTBOPHTEH
Isopropyl alcohol / 3 pg/Tab Not more than 350 pg/tab /
N3onponaHon He 6onee 350 mkr B Tabnetke
11 | Microbial enumeration tests / Mukpo6uonornueckas 4Yucrora
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obwee uncio Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MHKPO-
OpraHN3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O6imee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIIO JPOACOKEBBIX U
TUIECHEBBIX MPUOOB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OtcyrcTBYeET OtcyrcTBue B 1 1
12 Uniformity of dosage units / 6.1 Acceptance value (AV) not more than
Opa”opoaHocTh 15.0 / ITpuemouHoe 3naueHue (AV) He
AO3MPOBaHUS 6onee 15,0.

Remarks : The Product conforms to ND/
[Tpumeuanne: Ilpoaykr cooTBercTByeT TpebGoBanusm HJJ

Conclusion : APPROVED /
Saknmwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneng: ITposepeHo: @ Onobpeno: Menemxkep / Pykosoaurens
Ankit X Naresh Kumar &2 Pawan Kumar

Print Date / Print Date / Print Date / 4

Mara: 12.01.2022 Hata: 12.01.2022 Hata: 12.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2200, Fax: +91 40 4500 2993, Email: mail@drreddys.com

CIN; L851954P1984PLC0O04507
www.drreddys.com




Cr. Reddy's Laboratories Ltd.

Qe
’ ‘.. Formulation Unit-6
Distt. Solan, H.P,, 173 205, INDIA
CEPTHOUKAT AHATN3A Tel : +91 9816€ 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Hpoaykr: Keropon™ Drenpece (KeToponak) TadIeTKi, anucneprupyemsle B NoaocTH pra, 10 mr
Batch No / : V2102214 Batch Quantity / : 252.000 KG
Cepnsa Ne O6Bem cepun

Analytical Report No / : 890001564779 Date of Analysis / : 12.01.2022
Anamurudeckuii oT4eT Ne Jara ananu3za

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JaTa npousBoacTsa T'onen mo

Analysis performed according ND / Auaaus uposeaen no HJI: JIT1-004929-011119

Page 6 of 6 / Ctp. 6 u3 6

No

N Test / [okasatenn Results / PesysabTaThl Specification / Hopma
13 Assay / KoaudecTBeHHOe 10.1 mg/ 10.1 mr From 90mg to 11.0mg of
onpeaejieHne (101.2 %) Ci5H3NO3+C4H ;1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
a0 1 1,0 Mr C15H13NO3‘C4H1 1NO3
(ketoponaka TpomMetamuH) (ot 90,0 mo
110,0 % OT 3as%BJIEHHOTO KOJIHUYECTBA) B
Tabnerke
14 | Butylhydroxyanisole 0.0873 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0873 mr B Tabnetke He menee 0,042 mr B Tabnerke
OyTHArMAPOKCHAHH30M1A
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsinablister 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 | Tabnerok B Gnuctepe us (IA/AJI/IIS ¢
pack. / Tlo 10 Tabnmerox B | Bnaromornotutenem/IT2BII) ¢oneru //
6muctepe u3  (ITA/AJI/IID ¢ | (II3/AJI) poneru. Tlo 1 unum 2 6nucTepa
Braronornorarenem/I13BIT) C MHCTpYKLMeHd 1o DNpUMEHEHHIO B
Gonwru // (II3/AJT) doneru. [To | mayky KapTOHHYIO.
2 6iucTepa ¢ MHCTPYKUMEW IO
[pUMEHEHHUIO B HELINY
KapTOHHYIO.
16 | Labeling / Mapkuposka According to ND / B cootsetctuu ¢ HJI
17 | Storage conditions / Below 25 °C. / IIpu temneparype He Boite 25 °C.
XpaHeHue
18 | Shelflife / Cpok roanocru 2 years /2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: poaykr cooTBeTcTBYET TpeGoBanuam HJT 3akawuyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToBneno: IIposepeHo: OnobpeHo: Menemxep / PykoBoautesib
Ankit (ﬁ?‘/ Naresh Kumar @ Pawan Kumar /5\1

Print Date / Print Date / Print Date /

Hara: 12.01.2022 Jara: 12.01.2022 Jara: 12.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4902 2599 Email: mail@drreddys com
CIN: L85195AP198 iPLCO04507
www.drreddys.com



