Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon® Dkcnpecc (keToponak) TabieTky, JUCeprupyemble B MOJIOCTH pTa, 10 Mr
Batch No / : V2101264 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepun
Analytical Report No / : 890001536682 Date of Analysis / : 26.07.2021
AHanuTHYECKHU oTUeT No JlaTa anannza
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
Jara nponseoacTea T'onen go
Analysis performed according ND / Ananns nposenen mo H/I: JI11-004929-011119

Page1 of 6/Crp.1 136

Y®-cnektpodoTomMeTpus

N . .
.N‘:) Test / TlokazaTenn Results / PesyabTaTsl 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. / Kpyrinsie, nnockue Kpyrinble, miockue TabiaeTky ¢ $packoi,
Tabnetku ¢ packoi, CBETIO- CBETJIO-XXE/ITOro ILBETa ¢ IPaBUPOBKOIA
JKEJITOTO LIBEeTa C PaBUPOBKOIA «l» Ha OTHOM CTOpOHE.
«I» Ha OZHOIf CTOpOHE.
2 Identification / [lopnuHHOCTH
Ketorolac / Kemoponaxk
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®-crekrpsl
HODIOLIEHUS HCTIBITYEMOro pacTBopa U
pacTBOopa  cTaHmapTHoro  ofpasua
KeTOpO/iaKka TPOMETaMHHA JOJDKHBI
UMETh MaKCUMYMBI TIPU OJTHOH M TOH Xxe
IUTMHE BOJTHBI (£ 2 HM).

Remarks : The Product conforms to ND/
INpumeuanue: IIponykt cooTBeTCcTBYET TpeboBannsam HJJ

Conclusion : APPROVED /
Zaxmwuenne: OJOBPEHO

Jara: 26.07.2021

Jara: 26.07.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IonaroroBneno: IIpoBepeHo: Onobpeno: Menemkep / PykoBoaurens
Pardeep Kumar ¢:4;— Himesh Kumar “| Manoj Kumar M

Print Date / Print Date / Print Date /

Jara: 26.07.2021

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 ":‘.

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dxcnpecc (keToposnak) TabneTky, AMcneprupyemble B nonocty pra, 10 mr

Batch No / : V2101264 Batch Quantity / : 252.000 KG
Cepust Ne O06beM cepun

Analytical Reporxt No / : 890001536682 Date of Analysis / + 26.07.2021
AHATUTHIeCKHH 0TYeT Ne JlaTa ananusa

Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
JlaTa mpoH3BOACTBA I'onen o

Analysis performed according ND / Anaan3 nposeaen no HJI: JI[1-004929-011119

Page2of 6/ Crp.2 3 6

No

No Test / Iloka3aTeanb

Results / Pe3yibTaThbl

Specification / Hopma

b) By HPLC/BD2XX

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). / Bpema ynepxuBaHus
OCHOBHOIO MWKa Ha XpOMaTorpamme
HCTILITYEMOTO0  PacTBOpa  JOJDKHO
COOTBETCTBOBATh BpEMEHH
YIEPKWBaHMS OCHOBHOTO IIHMKa Ha
XpOMaTorpaMmme pacTBopa
CTaHAapTHOTO KETOpONaKa
TpOMeTaMUHa (paznen
«KOMMUECTBEHHOE ONPEICIICHUEN).

obpasna

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoaykT cooTBeTcTByeT TpeboBaHusM HJL

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by /
IToarotoBneHo:
Pardeep Kumar

= =

—

Checked by /
ITpoBepeHo:

Approved by: Manager/Executive /
OnobpeHo: Menemsxep / Py:?ao,umenb

HimesW_ Manoj Kumar

Print Date /
Hara: 26.07.2021

Print Date /
Jara: 26.07.2021

Print Date /
Jata: 26.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2500, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykT: Keropon® Dkcnpece (keToponak) TabiieTky, AUCTIeprupyeMbie B 1oaocTH pra, 10 mr
Batch No / : V2101264 Batch Quantity / : 252.000 KG
Cepusa Ne Oo0nem cepun
Analytical Report No / : 890001536682 Date of Analysis / 1 26.07.2021
AnaguTnueckni oruer Ne JlaTa aHaIH3a
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
JlaTa npou3BoACTBa Topen no
Analysis performed according ND / Ananu3 nposenen mo HJL: JI[1-004929-011119

Page3 of 6/ Crp.3u3 6

No

No Test / [Toka3aTennb

Results / PesyabTaThl

Specification / Hopma

3 Identification
Butylhydroxyanisole /
ITopsIMHHOCTH

Oy THJICHAPOKCHAHU30

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). / DBpemeHa ynepKuBaHuUS
NMHKOB  2-0yTUNTUAPOKCHaHM30NA M
3-6yTHITHOPOKCHAHH30JIA Ha
XpoMartorpaMmme HCIIBITYEMOTO
pacTBopa JOJDKHBL COOTBETCTBOBATH
BpeMeHaM yAepKUBaHUSA TIHKOB
2-0yTWITHAPOKCUAHU30/1a U
3-6yTUIrHOpOKCUaHHU30J1a Ha
XpoMmarorpamme pacTBOpa
CTaHJapTHOFO obpasua
6YTMIITHOPOKCUAHU30IA (pazmen
«ConepxaHue
OYTHITHAPOKCHAHH30JIAN).

Average weight / Cpeaunsis
mMacca

69.9 mg/ 69.9 mMr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 Mr 10 72,8 mr (70,0 mr £ 4,0 %).

Uniformity of weight /
OnHOPOAHOCTE MACCHI

Complies / CooTBETCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabrneroxk — He 6Gonee + 10 %
2/20 Tabaertok — He Gonee + 20 %

Remarks : The Product conforms to ND/
IMpumeyanue: IIponykt cooTBeTcTBYeT TpeboBanuam HJ/Q

Conclusion : APPROVED /
3axaouenne: OJOBPEHO

JHara: 26.07.2021

Jlara: 26.07.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: IlpoBepeHo: Onobpeno: Meunemxep / Pykosogntens
Pardeep Kumar <>f_, HimesW Manoj Kumar E ] {

Print Date / Print Date / Print Date /

Hara: 26.07.2021

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 “:‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Ketopon® Dkenpecc (keToposiak) TabneTky, JMCIeprupyemsle B I0JI0CTH pTa, 10 Mr
Batch No / : V2101264 Batch Quantity / : 252.000 KG
Cepusa Ne QoBem cepun
Analytical Report No / : 890001536682 Date of Analysis / : 26.07.2021
ApajguTHaecknii oTuet Ne JlaTa ananmusa
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
JlaTa npou3BoacTBa T'onen mo
Analysis performed according ND / Ananu3 nposexen mo HJI: JII1-004929-011119

Page40f 6/ Crp.4u3 6
1}00 Test / [TokazaTennb Results / PesynbraTs! Specification / Hopma
5 Disintegration time / 00 min 36 sec / 00 MuH 36 cek Not more than 3 min / He 6onee 3 MuH
Pacnagaemocts
6 Dissolution / PacTBopenne Unit-1 / Tabn-1 102 % Not less than 75% (Q) of
. Ci15H13NO3+C4H ;1 NO; (ketorolac
Unit-2 / Tabn-2 107 % tromethamine) in 15 min / He menee
Unit-3 / Tabn-3 102% | 75% (Q)  CisHisNO3+*C4HiNOs
) i (keToponaka  TpPOMETaMHMH)  4epes
Unit-4 / Tabn-4 100 % 15 MuH
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 98 %
7 Fineness of Dispersion/ Complies / CooTBEeTCTBYET A uniform suspension passing through a
HucnepcHocTb 710 pm sieve is formed. / O6pa3yerca
OHOpOAHAS CYCIIEH3Hs, MPOXOAsAIas
CKBO3b CHTO C pa3MepoM OTBEpCTHi
710 MKM.
8 Related impurities / PoacTBeHHBIE MpUMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-ruapokxcuanaior
KETopoJiaKa
ketorolac 1-keto analog/ 0.07% Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHaNOr KETOpOJIaka
Any unidentified impurity / 0.03% Not more than 0.5 % / He 6omnee 0,5 %
e TUHHYHAs
HeuJeHTHdULUPOBAHHAS
IpHMECh

Remarks : The Product conforms to ND/
[Mpumeyanue: [Iponykt coorBeTcTByeT Tpebopanusm HJI

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Prepared by /

Checked by /

[MoaroTorneHo: [MpoeepeHo:
Pardeep Kumar of;/ Himesh W Manoj Kumar ¥

Approved by: Manager/Executive /
| Onobpero: Menemxkep / P37030ﬂ11Tenb

L

Print Date /
Hata: 26.07.2021

Print Date /
Jara: 26.07.2021

Print Date /
Jlara: 26.07.2021

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 ":'.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Sxcnpecc (keroponak) TabneTku, AUCHEPrupyeMbie B 1oJI0CTH pTa, 10 mr
Batch No / : V2101264 Batch Quantity / : 252.000KG
Cepusa Ne O6nem cepHH
Analytical Report No / : 890001536682 Date of Analysis / 1 26.07.2021
AHaJUTHYECKHIT oTueT Ne JlaTa aHajmu3a
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
JaTa npou3BoacTBa T'onen no
Analysis performed according ND / Anasnn3 npoenen mo HJI: JII1-004929-011119

PageSof 6/ Ctp.5n3 6

i:) Test / IlokasaTenn Results / PesynabTaThl Specification / Hopma
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit
9 Water / Boaa 32% Not more than 7.0% w/w /
He 60nee 7,0 %
10 | Residual solvents by GC/ OcTaTouHble OpraHHyecKue pacTBOPUTETIH
Isopropyl alcohol / 14 pg/Tab Not more than 350 pg/tab /
Hzonponanon He Gonee 350 mMkr B TabneTke
11 | Microbial enumeration tests / Mukpoouoaornyeckas 4YucToTa
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1ee yucao Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHN3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Of1uee Menee 10 KOE/r He 6onee 100 KOE/r
HUCJIO OPOAOKEBBIX U
TUIECHEBBIX IPHOOB
¢) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OtcyrcTByeTB 1 T OtcyTcTBHEB 1 T
12 | Uniformity of dosage units / 2.3 Acceptance value (AV) not more than
OnHopoaHOCTD 15.0 / TlpremouHoe 3HaueHHe (AV) He
NO3UPOBAHHS 6onee 15,0.

Remarks : The Product conforms to ND/
Ipumedanue: IIpoaykT cooTBeTCTBYET Tpebopannam HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Jara: 26.07.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroToBneHo: [posepeHo: /,_}OnoGpeHo: Menemkep / PyxoBoauntensb
Pardeep Kumar l HimeshW Manoj Kumar Jﬁ i /‘

Print Date / Print Date / Print Date /

Jlarta: 26.07.2021

Jata: 26.07.2021

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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Dr. Reddy S N CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykt: Keropon® Okcnpecc (keToponak) TabneTKH, AUCIIEPTHPYEMbIE B NIOJIOCTH pTa, 10 Mr
Batch No / : V2101264 Batch Quantity / : 252.000 KG
Cepus Ne O6Bbem cepuH

Analytical Report No / : 890001536682 Date of Analysis / : 26.07.2021
AnandTHyecKuii oTyeT No JlaTa ananuza

Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
JlaTa npon3BOACTBA T'onen go

Analysis performed according ND / Ananus nposenen no HJI: JI1-004929-011119

Page 6 of 6/ Ctp. 6 M3 6

1;.? Test / IlokasaTenan Results / Pe3yasTarhl Specification / Hopma
13 Assay / KosiuuecTBeHHOE 10.0 mg/ 10.0 Mr From 90mg to 11.0mg of
onpegeneHue (99.6 %) C15H13NO3*C4H11NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 1 1,0 MT C15H13NO3’C4H1 1NO3
(xeToponaka TpoMeTamut) (ot 90,0 no
110,0 % OT 3asABJIEHHOr0 KOJHYECTBA) B
Tabrnerke
14 | Butylhydroxyanisole 0.0996 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanme 0.0996 mr B TabneTKe He menee 0,042 mr B TabneTke
GyTHIArHAPOKCHAHM301a
15 | Package/ YnaxoBka 10 tablets in a blister of | 10 tabletsina 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 | TaGnerok B Gnuctepe u3 (IIA/AJITIO ¢
pack. / Tlo 10 rabnerox B | Bnaromornorurenem/[I3BII) ¢omsru /
omucrepe us  (TA/AJUTID ¢ | (TIS/AJT) donsru. Io 1 wm 2 Giucrepa
praronoriorurenem/[12BIT) C HUHCTpYKLMEH ©0 MNpUMEHEHHIO B
donbru // (II3/AJ]) donbru. Ilo | mauky KapTOHHYIO.
2 6nucTepa ¢ HHCTPYKLMEH IO
HPUMEHEHHUIO B na4yKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootercTBun ¢ HJI
17 | Storage conditions / Below 25 °C. / Ilpu TemniepaType He Bbile 25 °C.
XpaHnenue
18 Shelf life / Cpok roaHoctH 2 years / 2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[pumeuanue: [poaykT cootBeTcTBYeT TpedoaHuam HJI 3axmmouenune: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosmneHo: i IlpoeepeHo: __| Onobpeno: Menemwkep / PykgsoauTtess
Pardeep Kumar N HimeshW’ Manoj Kumar @é’ 7

________-1
Print Date / Print Date / Print Date /
Hara: 26.07.2021 Hara: 26.07.2021 Hara: 26.07.2021

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



