Qe
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTHONKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Dkenpecc (keToponak) TabneTku, qUCeprupyembie B nonocTy pra, 10 mr

Batch No / : V2101265 Batch Quantity / : 252.000 KG
Cepus Ne O6wem cepun

Analytical Report No / : 890001537037 Date of Analysis / : 29.07.2021
AHaNNTHYECKHI oTyeT No Jdara ananuza

Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
JdaTa npou3BoJcTBa T'ogen mo

Analysis performed according ND / Anann3 nposeaen no HJI: JIT1-004929-011119

Page1of6/Crp.1u36

No . .
No Test / IlokasaTenb Results / PesyabTaTh! 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. / Kpyrieie, mnockue Kpyrneie, nnockue TabieTku ¢ Gackoi,
TabneTky ¢ hackoii, CBETIO- CBETJIO-XKEJTOTO LBETA C IPaBUPOBKOMN
XKEJITOrO LIBETa C FPABUPOBKOM «l» Ha OIHOI cTOpOHE.
«|» Ha ogHOI cTOpOHE.
2 Identification / IToanMHHOCTEL

Ketorolac / Kemoponax

a) Byuv/
VY ®-cniektpopoTomeTpus

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnektpsl
NOIJIOMEHHU UCTIBITYEMOTO pacTBopa U
pacTBopa  cTaHmapTHoro  ofpasia
KeTopojiaka TPOMETaMHHA  JOJIKHEBL
UMETb MaKCUMYMEI TIPH OJHOH U TOM xe
JUTMHE BONHHI (£ 2 HM).

Complies / CooTBeTCTBYET

Remarks : The Product conforms to ND/
ITpumeuanue: IIponykr coorsercTByeT Tpeboranmam HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IloarorosneHo:
Pardeep Kumar

=

Checked by /

IIposepeHo: | Onobpeno: Menemkep APykoBoaurens
Himesh W Amit Kumar /;'//f

Approved by: Manager/Executive /

Print Date /

Print Date /
Hara: 29.07.2021

Print Date /
Hara: 29.07.2021

Jara: 29.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIM: LES105SAPIRSAPLCOOMMS50T
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUD®HKAT AHAJIU3A

Hpoaykr: Keropon®

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dkcrpecc (keTopoJiak) TabneTku, Jucnepriupyemele B mojaocTy pra, 10 mr

Batch No / : V2101265 Batch Quantity / : 252.000 KG
Cepus Ne Oob6bem cepun

Analytical Report No / : 890001537037 Date of Analysis / 1 29.07.2021
AHaJuTHYecKHii oTyeT No Mara anaansza

Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
JaTa npoussoacTea T'onen no

Analysis performed according ND / Anann3 nposegen mo HJI: JII1-004929-011119

Page2 of 6/ C1p. 2 13 6

No
Ne

Test / Toka3zaTennb

Results / Pe3yabTaThl

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 ynepXuBaHHA
OCHOBHOTO IIMKa Ha XpoMaTorpaMmme
HCTIBITYEMOT0  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpPEMEHH
yIep)KHBaHHs OCHOBHOTO IIMKa Ha
XpoMaTorpamme pacTBopa
CTaH/IapTHOTO KETOpoJIaKa
TpOMETaMHUHa (pazmen
«KOJMYECTBEHHOE OMPEACIEHUEN).

obpasna

Remarks : The Product conforms to ND/
ITpumeuanue: IlponykT cooTBeTcTBYET Tpebopanuam HJI

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Hara: 29.07.2021

Hara: 29.07.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[Toxrorornexo: _ IIposepeno: Ono6peno: Menemxep / Rykosozuteins
Pardeep Kumar Q‘ Himesh W Amit Kumar /_\/’

Print Date / Print Date / Print Date /

Jara: 29.07.2021

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

CEPTHOUKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopon" Dkenpecc (keToposiak) TaGNeTKH, AMCIEprupyemble B ONOCTH pTa, 10 Mr
Batch No / : V2101265 Batch Quantity / : 252.000 KG
Cepus No O6bemM cepun
Analytical Report No / : 890001537037 Date of Analysis / : 29.07.2021
AHaIHTHYeCKHH oTyeT No JaTa ananuza
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
Jara nponsBoicTBa T'open oo
Analysis performed according ND / Anann3s nposenen mo H/I: JII1-004929-011119

Page3 of 6/ Crp.3 u3 6

No
No
3 Identification Complies / CooTBeTcTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IopnuuboCcTH butylhydroxyanisole peaks on the
Oy THJITHAPOKCHAHM30JT 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 yIoep)KHBaHUA
HNUKOB  2-GyTHITHIPOKCHAHM30Ja U
3-6yTHIrHOPOKCHAHU30IIA Ha
XpoMaTorpaMme HCIIBITYEMOTO
pacTBopa JIOJDKHBl COOTBETCTBOBATb
BpeMeHaM yIepKUBaHUA [IMKOB
2-6yTHArUAPOKCHAaHN30JIa "
3-6y THUNrIAPOKCHAHH30JIA Ha
XpomarorpaMme pacTBOpa
CTaHIapTHOT'O obpasia
OyTHIITHAPOKCHAHU30M1A (pa3zen
«CogepxaHnne
OYTHITHUAPOKCHAHU30JIA»).

Test / [Toka3aTesnn Results / PesyabTaThl Specification / Hopma

4 Average weight / Cpeansis 69.3 mg/69.3 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 %
OaHOPOAHOCTL MACChI 2/20 tablets - not more than + 20 % /
18/20 Ttabnerox — nHe Oonee + 10 %
2/20 Tabnetok — He Gonee + 20 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [lponykt coorBeTcTBYET Tpebopanusm HJT 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Iloarorosneno: IlpoeepeHo: Onobpeno: Menempkep / Rykosoauresb
Pardeep Kumar Q'L Himes]W Amit Kumar ‘/M_’/

Print Date / Print Date / Print Date /

Jara: 29.07.2021 Jara: 29.07.2021 Jara: 29.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxyxr: Keropon" Dkcenpece (keToponak) TabneTku, IMCeprupyemble B NOA0CTH pra, 10 mr
Batch No / : V2101265 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepun
Analytical Report No / : 890001537037 Date of Analysis / : 29.07.2021
AHanuTHYeCKHH oTyeT No JlaTa anaamM3a
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
JdaTta npon3BoacTBa I'ogen no
Analysis performed according ND / Ananus nposegen mo HJI: JIT1-004929-011119

Page4of 6/ Crp.4m3 6

No Test / Tloka3zaTean Results / PesyabTars! Specification / Hopma
Ne
5 Disintegration time / 00 min 34 sec / 00 muH 34 cex Not more than 3 min / He 6onee 3 mun
Pacnagaemocthb
6 Dissolution / PacTeopenue Unit-1/ Tabxn-1 97 % Not less than 75% (Q) of
. Ci15sH13NO3+C4H 1 NO3 (ketorolac
Unit-2 / Tabn-2 1025 tromethamine) in 15 min / He MeHee
Unit-3 / Ta6a-3 101% | 75% Q)  CisHisNOs*C4HiiNO;s
. ) (xeToponaka  TpOMETaMHH)  dUepe3s
Unit-4 / Tabn-4 98 % 15 MuH
Unit-5 / Ta6n-5 99 %
Unit-6 / Tabn-6 100 %
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / O6pazyercs
OHOPONHAS CYCHEH3Us, TPOXOASINas
CKBO3b CHTO C DPa3MEPOM OTBEPCTHH
710 MKM.
8 Related impurities / PoacTeenHble npumecu
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6omnee 0,5 %
1-runpokcuananor
KeTOpoJiaKa
ketorolac 1-keto analog/ 0.08% Not more than 0.5 % / He 6onee 0,5 %
1-keToaHATOT KETOpOJIAKa
Any unidentified impurity / 0.02% Not more than 0.5 % / He 6onee 0,5 %
eIUHIYHAs
HeHJIeHTH(QUIHPOBaHHAs
HpUMECh

Remarks : The Product conforms to ND/
[Ipumeyanne: ITpoaykT cooTBercTByeT TpeboBanusam HJT

Conclusion : APPROVED /
3axmouenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIpoeepeno: Onobpeno: Menemxkep / Rykoponutresnn
Pardeep Kumar ’3f_l Himesh&rfg_l/_’j_\,p Amit Kumar

Print Date / Print Date / Print Date /

Hara: 29.07.2021 Jara: 29.07.2021 Hara: 29.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CTN- T RS195AP1QRAPT CNANASNT

www.drreddys.com




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon” Dkcnpece (keToponak) TabneTky, JUcrieprupyemble B ON0CTH pTa, 10 Mr
Batch No / : V2101265 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepun
Analytical Report No / : 890001537037 Date of Analysis / : 29.07.2021
AHaguTHdyecknii oTuer Ne HJarta ananuza
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
Jara npounsBojacTBa Tonen no
Analysis performed according ND / Auann3s nposenen mo HJ/I: JII1-004929-011119

Page50f6/Crp.5u3 6

1;.00 Test / loka3aTeanb Results / PesynbTaTh! Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumecei

9 Water / Boaa 27 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble opraHu4YecKne pacTBOPUTEH

Isopropyl alcohol / 12 pg/Tab Not more than 350 pg/tab /
H3zomnponaxHon He 6onee 350 Mkr B TabneTke

11 | Microbial enumeration tests / MukpoGuosorudeckasi Y4ucToTa

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / O61uee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOoOHBIX MUKPO-

OpraHU3MOB

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

YUCIIO APOXIKECBBIX U
IINMECHEBBIX l"pI/I60B

c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OrtcyrctByeTB I T OtcyrctBHEB 1 T
12 | Uniformity of dosage units / 4.0 Acceptance value (AV) not more than

OaHopoaHOCTB 15.0 / IlpuemouHoe 3Ha4ueHue (AV) He
A03UPOBaHHUS 6onee 15,0.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Ilpumeuanue: IIpogykT cooTBETCTBYET TpeboBaHusam HJI 3aknrouenne: ONOBPEHO

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

IToaroTorneHo: ) IIpoBepeno: Onobpeno: Menemxkep / PykoBoautens
Pardeep Kumar fﬁt’— Himesh Kumar P Amit Kumar €
= ~ .r"‘/
Print Date / Print Date / Print Date /
Jara: 29.07.2021 Hara: 29.07.2021 Hara: 29.07.2021
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q":'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon" Dkcnpecc (keToposak) TaGneTkH, JUCHeprupyemble B MOJOCTH pTa, 10 Mr
Batch No / : V2101265 Batch Quantity / : 252.000 KG
Cepus Ne O6nem cepun
Analytical Report No / : 890001537037 Date of Analysis / : 29.07.2021
AnajguTHuecKui oTyer Ne Jara ananuza
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
Jarta mpousBoacTBa Tonen no
Analysis performed according ND / Anann3 nposenen mo HJ/I: JII1-004929-011119

Page 6 of 6 / C1p. 6 13 6

if Test / IToka3zaTenn Results / PesyabTaThl Specification / Hopma
13 Assay / KosiuuecTBeHHO€ 9.8 mg/9.8 Mmr From 90mg to 11.0mg of
onpenesieHne (98.0 %) CisH13NO3*C4H;1NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pils] 11,0 Mmr C15H13NO3'C4H1 1NO3
(xketoponaka TpomeramMuH) (ot 90,0 mo
110,0 % oT 3asiBIEHHOr0 KOJIUYECTRA) B
Tabnerke

14 Butylhydroxyanisole
content / Copnepskanune
OyTHIIrMAPOKCHAHU30/1a

0.1001 mg/tab /
0.1001 mr B TabneTke

Not less than 0.042 mg/tab /
He meHee 0,042 Mr B TabneTke

15 | Package/ YnakoBka 10

foil.

pack.
6nucrepe u3

tablets in a blister of | 10 tabletsin ablister of (PA/AL/PE with
(PA/AL/PE
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
2 blisters with patient | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Tabmetok B Gnuctepe u3 (IIA/AJVIID ¢
/ Tlo 10 Tabnerox B | Buaromoriiotutesem/IISBIT) doneru //
TTAJAIVIID ¢ | (IID/AJ]) doneru. o 1 uim 2 6nuctepa
pnaronornorurenem/TIDBIT) ¢ MHCTPYKUMEH IO NpPHMEHEHUIO B
¢donsru // (II3/AJT) doneru. [To | mauky KapTOHHYIO.

2 GnucTepa ¢ MHCTPYKUMEH IO

with | desiccant/HDPE) foil // (PE/AL) foil. 1

XpaHeHue

HIpUMEHEHHIO B TavyKy
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B coorsetctBun ¢ HJ[

17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Boie 25 °C.

18 | Shelf life / Cpox rogHoctn 2 years /2 ronma

Remarks : The Product conforms to ND/

ITpumeuanue: [IpogykT cooTBeTcTBYET Tpebopanusam HJI

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

Prepared by / Checked by /

ITonrorosneno: \ [IpoBepeno: Ono6peno: Menemxep / .?yKOBOJIHTGJII:
Pardeep Kumar Ci_, HimeshKémgj’//',\":’Anﬂt Kumar /\\/_'/

Approved by: Manager/Executive /

Print Date / Print Date /
Jara: 29.07.2021 JHara: 29.07.2021

Print Date /
Hata: 29.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com



