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CERTIFICATE OF ANALYSIS

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

CEPTH®UKAT 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
Ipoaykt: Keropon® Dkenpece (keToponak) TaGaeTkH, AUCHEPrupyemMble B M1010cTH pTa, 10 Mr
Batch No / : V2101808 Batch Quantity / : 252.000 KG
Cepust Ne O6Bem cepi

Analytical Report No / : 890001554649 Date of Analysis / : 13.11.2021
AHaJauTHYeCKHH 0TUeT No JaTa ananunza

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
Jara npon3BOACTBA I'onen no

Analysis performed according ND / Anasn3 nposenen no HJL: JIT1-004929-011119

Page1 of 6/Ctp. 1 3 6

Y@-cnexrpodoromeTpus

1;.? Test / IlokasaTens Results / PesyabTaTel 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. / Kpyrnble, miuockue Kpyrusie, miockne TabneTku ¢ Gpackoii,
TabNeTKH ¢ PacKoi, CBETIO- CBETJIO-)KEJITOr0 LIBETa ¢ rPaBUPOBKOM
JKEJITOTO LIBETA C IPAaBUPOBKOM «l» Ha o[IHOM CTOpOHE.
«l» Ha OHOIT CTOPOHE.
2 Identification / ITopnuHHOCTL
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®-cnexrpsl
TNOIIOLIEHHs UCTILITYEMOTO pacTBopa U
pactBopa  craHmaptHoro  obpasma
KeTopoNiaka TPOMETaMHHA  JOJDKHBI
HMETh MAKCHUMYMBI TIPH OXHOU U TOH ke
JUTHHE BOJIHEI (£ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: [poaykr coorBeTcTBYeT Tpeborannsm HJL

Conclusion : APPROVED /
Zakawyenne: OJOBPEHO

Jara: 13.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: ) [IposepeHo: OnobGpeno: Menemxep / Pykosoaurensb
Pardeep Kumar Bﬁ__, Himesh Kumar Pavan Kumar Sharma -, . —~

= | G=
Print Date / Print Date / Print Date /

Hara: 13.11.2021

Jata: 13.11.2021

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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Dr. Reddy's Laboratories Ltd.

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

CEPTH®UKAT 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
Hpoaykr: Keropon® Dkcnpecc (keToposak) TabeTkH, AUCIIEPrHPYEMBIE B IIOJIOCTH pTa, 10 Mr
Batch No / : V2101808 Batch Quantity / ¢ 252.000 KG
Cepus Ne O6nem cepun

Analytical Report No / : 890001554649 Date of Analysis / : 13.11.2021
AHanuTHYecKHH oT9eT No JlaTta aHam3a

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JlaTa npou3BoacTBa TI'onen no

Analysis performed according ND / Ananan3 nposenen nmo HJI: JIT1-004929-011119

Page2 of 6 / Ctp. 2 43 6

No

No Test / IlokazaTenn

Results / PesynbTaTtsl

Specification / Hopma

b) By HPLC/BDXX

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 ynepXuBaHHs
OCHOBHOI'O IIMKa Ha XpoMaTorpamme
UCOBITYEMOTO  pacTBopa  JOJIXKHO
COOTBETCTBOBATh BpeMeHH
yOEepXKHBaHUA OCHOBHOTO TIMKa Ha
XpOMaTorpamme pacTeopa
CTaHZApTHOTO o0Opa3sla KeTopoJiaka
TpOMETaMHHa (paznen

«KonuuecTBeHHOE OHpe)IeJ'ICHI/IC))).

Remarks : The Product conforms to ND/
ITpumeuanue: IlpoxykT coorBetcTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBnexo: N IIpoBepeno: — Opobpeno: Menemxep / Py§030gliwnb
Pardeep Kumar Z Himesh K&X/ Pavan Kumar Sharma hf e
Print Date / Print Date / Print Date /

Jara: 13.11.2021

Jara: 13.11.2021

Jara: 13.11.2021

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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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTUDPUKAT 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
Ipoxyxr: Keropon” Dkcnpecc (ketoponak) TabieTky, JUcneprupyemMble B OJIOCTH pTa, 10 Mr
Batch No / : V2101808 Batch Quantity / : 252.000 KG
Cepus Ne Obbem cepun

Analytical Report No / : 890001554649 Date of Analysis / : 13.11.2021
AnajgnuTHYecKHi oTuer No JlaTa anaiusa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
Jara nponsBoacTea I'ogen no

Analysis performed according ND / Anaan3 nposegen no HJI: JIT1-004929-011119

Page3 0f6/Crp.3u3 6

No

No Test / Iloka3aTesb

Results / PesynbTaTs!

Specification / Hopma

3 Identification
Butylhydroxyanisole /
IMoanuHHOCTL

GYTHJIrMAPOKCHAHU30JI

Complies / CooTBeTcTRYET

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 yaepXuUBaHHA
NMHKOB  2-OyTUNTHApPOKCHaHM3ONA ©
3-6y THITHAPOKCHaHU30J1a Ha
XpoMarorpaMme HCIIBITYEMOTO
pacTBOpa HODKHBI COOTBETCTBOBATD
BpeMeHaM yIepXKUBaHHA IIMKOB
2-OyTUITHAPOKCHAHU301 %4
3-6yTUIArHIpoKCcHaHH30Na Ha
Xpomarorpamme pacTBopa
CTaHAApPTHOTO obpasia
6y THITHAPOKCHAHHU30JIa (paznen
«Conepxanne
6yTHIITHAPOKCHAHH30a» ).

Average weight / Cpeanss
macca

69.5 mg/69.5 mr

67.2 mgto 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 Mr o 72,8 mr (70,0 Mmr+4,0 %).

Uniformity of weight /
OaHOpPOAHOCTH Macchl

Complies / CootBeTcTBYeET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnetoxk — He Gomee + 10 %
2/20 Tabierok — He 6onee + 20 %

Remarks : The Product conforms to ND/
Ilpnmeuanne: IlponykTt cooTreTcTBYeT Tpebopanusam HJT

Conclusion : APPROVED /
Sakmouenne: OTOBPEHO

Prepared by /
IloarorosneHo:
Pardeep Kumar

L

Checked by /

IIpoepeHo: .
Himesh K&artg//_' >

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens
Pavan Kumar Sharma - =

=

dA

Print Date /
Hara: 13.11.2021

Print Date /
Jara: 13.11.2021

Print Date /
Hara: 13.11.2021

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: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg  www.drreddys.com
Ipoaykr: Keropon® Dkcnpece (keToponiak) TabiaeTky, AMCTIEpriupyeMple B MOI0CTH pTa, 10 Mr

Cepus Ne

Batch No / : V2101808 Batch Quantity / : 252.000 KG

O0nem cepun

AHaJTHTHYECKUH oTyeT Ne

Analytical Report No / : 890001554649 Date of Analysis / : 13.11.2021

JlaTa aHanu3a

}IaTa NPOU3BOACTBA

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

T'onen no

Analysis performed according ND / Ananus nposenen mo HJ: JITT-004929-011119

Page 4 0of 6/ Crp. 4u3 6

I;.oo Test / [loxa3aTesb Results / PesynbTaThnl Specification / Hopma
5 Disintegration time / 00 min 40 sec / 00 mun 40 cex Not more than 3 min / He 6onee 3 mun
Pacnagaemoctnb
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 107 % Not less than 75% (Q) of
. CisHi3NO;3+C4H | 1NO3 (ketorolac
Unit-2 / Tabn-2 105 % tromethamine) in 15 min / He menee
Unit-3 / Ta611-3 106% | 75% (Q)  CisHisNO;*CsHuNOs
. ) (xeTopomaka  TpPOMETaMHH)  dYepe3s
Unit-4 / Tabn-4 106 % 15 MuH
Unit-5 / Ta6x-5 103%
Unit-6 / Tabn-6 102 %
7 Fineness of Dispersion/ Complies / CooTBeTcTBYET A uniform suspension passing through a
JAucnepcHocTh 710 pm sieve is formed. / O6pa3yerca
OINHOpPOIHAA CYCIEH3Hs, MNPOXOIsas
CKBO3b CHUTO C pa3MepoM OTBEPCTHiA
710 mMxM.
8 Related impurities / PoncreenHbie npuMecu
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6oiee 0,5 %
1-rugpoxcuananor
KETOpoJaKa
ketorolac 1-keto analog/ 0.03% Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHaNoT KETOpOoJIaKa
Any unidentified impurity / 0.04% Not more than 0.5 % / He 60:ee 0,5 %
eIMHUYHAs
HEUICHTUPUIIHPOBAHHAS
npHUMech
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Ipumeuanue: Ilponykr coorsercTByeT TpebopaHusim HJT 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: IIposepeno: Opnobpeno: Menemxep / PykoBoaure.ib
Pardeep Kumar f Himesh KM%WM Kumar Sharma 'F; j e
- ,/'f.‘
Print Date / Print Date / Print Date /
Jara: 13.11.2021 Hara: 13.11.2021 Hara: 13.11.2021

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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CERTIFICATE OF ANALYSIS

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

CEPTU®UKAT 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
IIpoaykr: Keropon® Dxcnpece (keToposiak) TabneTkH, 1Hcneprupyemble B moJocTH pra, 10 mr

Batch No / : V2101808 Batch Quantity / : 252.000 KG
Cepus Ne Oo0bem cepuH

Analytical Report No / : 890001554649 Date of Analysis / : 13.11.2021
AHaJIHTHYECKHH oTueT No JlarTa ananunsa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JlaTa mpousBoacTBA T'onen a0

Analysis performed according ND / Ananuns nposeaen mo HJI: JII1-004929-011119

Page50f6/Crp. 5u3 6

I;I“()) Test / Iloka3zaTesnb Results / PesyabTaThl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6ox1ee 1,0 %
CyMMa npumecei

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

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4unbie OpraHH4e€CKHE PACTBOPHTEH

Isopropyl alcohol /
Hzonpomnanon

2 pg/Tab

Not more than 350 pg/tab /
He 60nee 350 mkr B TabieTke

11 Microbial enumeration tests / MukpoGuoI0oruyeckas 4Y4crora

a) Total Aerobic Microbial
Count / O61iee ymcno
a3poOHBIX MHKPO-
OpTraHu3MOB

Less than 10 CFU/g/
Meuee 10 KOE/T

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

b) Total Combined Yeast
and moulds count / Ob1ee
YHCTIO0 IPOXKKEBBIX U
IUIECHEBBIX rpubOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCyTCTBYET OtcyTtctBUE B 1 T
12 | Uniformity of dosage units / 43 Acceptance value (AV) not more than

OnHopoaHoCTh
J03UPOBAHUS

15.0 / TlpuemoyHoe 3HaueHue (AV) He
6onee 15,0.

Remarks : The Product conforms to ND/

ITpumeuanue: [TpoayKT cooTBeTCTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by /

IToarororneHo: HI)OBC €HO:
< —

Pardeep Kumar

Himesh Kumar

-

Approved by: Manager/Executive /
|_OnoGpeHno: Menemxep / Pykgsoaurens
2. [

Pavan Kumar Sharma lar—=

=

Print Date / Print Date /
Hara: 13.11.2021 Jara: 13.11.2021

Print Date /

Jara: 13.11.2021

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: L85195AP1984PLCO04507

www.drreddys.co
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTHOUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dxenpece (keTtoposak) TablieTky, AUCHEPrupyeMble B MOJIOCTH pTa, 10 Mr

www.drreddys.com

Batch No / : V2101808 Batch Quantity / : 252.000 KG
Cepus No O6bem cepuu

Analytical Report No / : 890001554649 Date of Analysis / : 13.11.2021
AHaguTHYecKH# oTyeT Ne JlaTa aHaJiH3A

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
Jara npon3BoacTBa I'ogen no

Analysis performed according ND / Anann3 nposeaen no HJI: JI11-004929-011119

Page 6 of 6 / C1p. 6 u3 6

I;.? Test / [ToxasaTtens Results / PesyabTaThl Specification / Hopma
13 | Assay/KonnyecTBeHHOE 10.1mg/ 10.1 mr From 90mg to 11.0mg of
onpeaeJieHue (101.0 %) C1sH13NO;C4H (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
(xetoponaka TpoMeTamuH) (ot 90,0 mo
110,0 % oT 3a4BIEHHOTO KOJIHYECTBA) B
Tabnerke
14 | Butylhydroxyanisole 0.0958 mg/tab / Not less than 0.042 mg/tab /
content CoaepxaHue 0.0958 mr B Tabnetke He menee 0,042 mr B TabneTke
6yTHArHApOKCHAHH301a
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. / Ilo 10
information leaflet in a carton | Ttabnertok B 6smctepe u3 (ITA/AJI/TID ¢
pack. / Tlo 10 Tabnerox B | BnaromornotutenaeM/IT1IBIT) donbru /
Oomuctepe u3z (IIA/AJUVIID ¢ | (II3/AJD) poabru. Io 1 unm 2 6nucrepa
Biaronoraoturenem/[13BIT) C UHCTPpYKUMEH 1O IIPUMEHEHUIO B
¢oneru // (II3/AJ]) donsru. [lo | mayxy KapTOHHYIO.
2 6nmuctepa ¢ MHCTPYKLMEH [0
NPUMEHEHHIO B nayky
KapTOHHYIO.
16 | Labeling / MapkupoBKa According to ND / B cootsetcTBUM ¢ H]]
17 | Storage conditions / Below 25 °C. / IIpu Temnepatype He Bbile 25 °C,
XpaHeHue
18 | Shelf life / Cpok roanoctn 2 years /2 rona

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoaykT cooTBEeTCTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by / _ Checked by / Approved by: Manager/Executive /
Ilonrorosnexo: 2 IlposepeHo: Onobpeno: Menemxep / PyggaonliTeﬂt,
Pardeep Kumar . o Himesh Kucmzi&’/"’;?’avan Kumar Sharma (F‘ ——
Print Date / Print Date / Print Date /

Hata: 13.11.2021 Hara: 13.11.2021 Hara: 13.11.2021

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




