Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
I poayxr: Keropon® Okcnpece (ketoponak) TabneTkH, AHCMEPrHPYEMBIC B MIOJIOCTH PTd, 10 mr
Batch No / : V2101268 Batch Quantity / + 252.000 KG
Cepua Ne O6beM cepuu
Analytical Report No / : 890001537620 Date of Analysis / : 31.07.2021
AxamrTuyecknii orger Ne JlaTa aHajm3a
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
JlaTa mpoM3BOACTBA TI'ogen mo
Analysis performed according ND / Ananus nposenen mo H/I: JI[1-004929-011119

Pagel of 6/Crp. 1 u3 6

i? Test / IlokasaTennb Results / PesyabTaThl 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. / Kpyruble, IIiockue Kpyriste, Iiockue TabneTku ¢ dpackoi,
TabyeTKu ¢ $packoil, CBETIIO- CBETJIO-XKEJTOro IBETa ¢ IPaBUPOBKOI
JKeJITOTO 1[BEeTa ¢ PaBUPOBKOMH «l» Ha OHOM CTOpPOHE.
«|» Ha OXHOM CTOPOHE.
2 Identification / IlopMHHOCTE
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®-criekTpsl
FIOMJIOIIEHHS HUCIIBITYEMOTO PacTBOpa U
pactBopa  CTaHmapTHoro  ofpasua
KETOpoJiaka TPOMETaMHHA  JIOJDKHbI
HUMETH MAKCUMYMBI TIDU OJHOM U TOM Xe
JUTMHE BOJHBI (£ 2 HM).

V®-cnektpodoTomMeTpus

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Remarks : The Product conforms to ND/
ITpumeuanue: [Tpogykt cooTBeTcTBYET Tpebosanuam HIL

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBnexo: IIporepeHo: | Onobpeno: Meﬁemxeg\z’ PykoBoauTens
Pardeep Kumar = Himesh Kumar Amit Kumar —

Sl e
Print Date / Print Date / Print Date /
Jara: 31.07.2021 Jara: 31.07.2021 Jara: 31.07.2021

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@dmreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Dxcnpecc (ketopoak) TabieTku, ANCTIEPrupyeMele B MOJOCTH pTa, 10 mr

Batch No / : V2101268 Batch Quantity / : 252.000KG
Cepnn Ne O6Bem cepun

Analytical Report No / : 890001537620 Date of Analysis / + 31.07.2021
AHasmTudyeckuif oTuer Ne Jara ananuza

Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
JaTa npon3BoOACTBA I'open no

Analysis performed according ND / Anaan3 nposenen mo HJI; JI[1-004929-011119

Page2 of 6 /Crp.2u36

No

No Test / Iloka3aTennb

Results / Pe3ynbTaThl Specification / Hopma

b) By HPLC / BDXKX

Complies / CoOTBETCTBYET The retention time of the main peak on
the chromatogram of test solution
should comrespond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpemsa ynaepXuBaHUA
OCHOBHOIO THKa Ha XpOMaTorpaMMe
HCOBITYEMOTO  pacTBopa  JIOJDKHO
COOTBETCTBOBATh BpEMEHH
yIEp)KMBaHUs OCHOBHOTO MMKa Ha
XpOMaTorpamme pacTeopa
CTaHmapTHOTO ofpasua KeTopolaka
TpOMeTaMHHa (pasnen
«KoniecTBeHHOE ONPEIEICHHE).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [poaykr coorBeTcTByeT TpeboBanunam HJI 3axnwuenue;: OJOBPEHO

Prepared by /

IToaroToBiIEHO: l
Pardeep Kumar <—

Checked by / Approved by: Manager/Executive /

IporepeHo: — Onobpeno: MLHB,EL)I{EP PykoBoUTENb
HimeW Amit Kumar A//

Print Date /
Jara: 31.07.2021

Print Date / Print Date /
Hara: 31.07.2021 Jara: 31.07.2021

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: L85195AP1984PLCOM4507
www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dkenpecce (keToposak) TabNETKH, IMCMNEPrHPyeMbIC B NOJIOCTH PTa, 10 Mr
Batch No / : V2101268 Batch Quantity / : 252.000 KG
Cepus Ne O0BeM cepun
Analytical Report No / : 890001537620 Date of Analysis / : 31.07.2021
AHanuTH4ecKHil oTueT No Jlara ananusa
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
JlaTa NpoM3BOACTRA Topen no
Analysis performed according ND / AHau3 npoBejies no H/1: JIT1-004929-011119

Page3of 6/Crp.3 136

No

Test / [Toka3aTennb
Ne

Results / PesyabpTaTsl

Specification / Hopma

Identification
Butylhydroxyanisole /
IoaAJMHHOCTD

Oy TUITHAPOKCHAHH30JI

3

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 ymepXUBaHWA
N[UKOB 2-OyTUNTMAPOKCHAHH30JIA H
3-6yTHATUAPOKCHAHM30]1a Ha
XpOMaTOrpamMMe HCMBITYEMOTO
pacTBopa JOJDKHEl COOTBETCTBOBATDH
BpeMeHaM yIepKUBaHUA MHUKOB
2-0yTHATMAPOKCHAHU30JIA u
3-6yTUITHAPOKCHAHHU3011a Ha
XpoMaTorpamMme pacTBopa
CTaHOapTHOTO obpasia
OYTHITHAPOKCHAHU30IIa (pazzen
«ConepxaHue
OyTUNTHAPOKCHAHH30JIA).

Average weight / Cpeansis
Macca

69.3 mg/69.3 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 Mr 110 72,8 mMr (70,0 Mr+ 4,0 %).

Uniformity of weight /
OAHOPOTHOCTH MACCHI

Complies / COOTBETCTBYET

18/20 tablets - not more than = 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnetoxk — He Gonee + 10 %
2/20 Tabnetok — He 6onee = 20 %

Remarks : The Product conforms to ND/
Ipumeuanne: [TpoxykT cooTeTcTBYeT TpedosanaM HJT

Conclusion : APPROVED /
3axmouenune: OJIOBPEHO

JaTa: 31.07.2021

IMara: 31.07.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBieHo: f IIposepeHo: . Onobpeno: Menemxep .QPyKOBo,uHTenL
Pardeep Kumar I—IimesW Amit Kumar /\’_//

Print Date / Print Date / Print Date /

Mara: 31.07.2021

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@dtreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon" Dkenpece (KeTopoiak) TabIeTKH, AMCIEPrHpYEMbIE B TIOJNOCTH pra, 10 Mr
Batch No / : V2101268 Batch Quantity / : 252.000 KG
Cepusn Ne O06bem cepun
Analytical Report No / : 890001537620 Date of Analysis / : 31.07.2021
AHaJuTHYECKHH oTueT Ne Harta anajiusa
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
Jata npou3BoACTBa T'onen no
Analysis performed according ND / Auaju3 nposeies 1o HJ1: JIT1-004929-011119
Page4 of 6/ Crp. 4436
1}? Test / [Toxa3zaTenb Results / Pe3yabTaThl Specification / Hopma
5 Disintegration time / 00 min 37 sec / 00 mun 37 cex Not more than 3 min / He 6osee 3 Mun
PacniapaemMocthb
6 Dissolution / PacTBopenue Unit-1 / Ta6n-1 102 % Not less than 75% (Q) of
. C15H13NO3°C4H i (NOs (ketorolac
Unit-2 / Tabn-2 106 % tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 97 % 5% (Q  CisHisNO3*CHnNO3
] (keToponiaka  TPOMETaMHMH)  4epe3
Unit-4 / Ta6n-4 102 % 15 MUK
Unit-5 / Tabn-5 96 %
Unit-6 / Taba-6 95 %
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHOCTh 710 pm sieve is formed. / O6pa3yercs

OJJHOpOAHAA CYCICH3Us, npoxonsmas
CKBO3b CUTO C pasMepoM OTBCpCTPIﬁ

710 MKM.
8 Related impurities / PoacTBennble mpuMecy
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-ruapoxcuaHanor
KETOpoJiaKa
ketorolac 1-keto analog/ 0.08% Not more than 0.5 % / He Gonee 0,5 %
1-KeToaHaJIor KeTopoJiaka
Any unidentified impurity / 0.02% Not more than 0.5 % / He 6onee 0,5 %
eqMHIYHAS
HEMIEHTUDHIMPOBaHHASL
IpUMech
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: Ipoaykr coorsercrayet Tpebosannam HJ 3axmouenue: OJOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToAroToBIECHO: r ITpoBepeHo: _ Onobpeno: Menemxkep / Rykooaurenb
Pardeep Kumar - HimesW Amit Kumar i
Print Date / Print Date / Print Date /
Jara: 31.07.2021 Hara: 31.07.2021 MHara: 31.07.2021

Registered Office: $-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
wiww.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoxyxr: Keropon" Dkenpece (keToponak) TabaeTku, AUCIEPrHPYEMbIC B IOTOCTH PTa, 10 mr

Batch No / : V2101268 Batch Quantity / : 252.000KG
Cepus Ne Oo0nem cepun

Analytical Report No / :+ 890001537620 Date of Analysis / : 31.07.2021
AnanaTH4yeckuii orgeT No Hara ananuza

Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
Jata npon3BojJcTBa T'ogen no

Analysis performed according ND / Anaans nposenen no HJI: JI[1-004929-0111 19

Page S5 of 6/ Ctp.5u3 6

No

Test / IToka3zaTeab
No

Results / Pe3yabTaThl

Specification / Hopma

Total impurities / 0.1% Not more than 1.0 % / He 6oxee 1,0 %
CymMa nipumeceit
9 Water / Boxa 3.8% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4Hble OpraHuiecKkue pacCTBOPUTETH

Isopropyl alcohol /
Hsonponaxon

9 pg/Tab

Not more than 350 pg/tab /
He 6onee 350 MkT B TabNeTke

11 Microbial enumeration tests /

Mmcpoﬁno.nom'-lecxaﬂ qUCTOTA

Count / Ob1iee yucio
a’pOoOHBIX MUKPO-
OpraHu3MOB

a) Total Aerobic Microbial

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

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

b) Total Combined Yeast

YHCIIO IPOAOKEBBIX U
IUIECHEBLIX IPUOOB

and moulds count / O6miee

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

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

c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OTtcyrcTByeTB 1T OtcytctBue B 1 1
12 | Uniformity of dosage units / 5.7 Acceptance value (AV) not more than
OaHOpoOAHOCTDL 15.0 / TlpuemouHoe 3Ha4eHHE (AV) He
03 pOBaHHs 6onee 15,0.

Remarks : The Product conforms to ND/
Tpumeuanue: [Ipoaykt coorsercrayet Tpebosanuam HJL

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by /
ITonrororaeHo:

Pardeep Kumar ) —

Checked by /

IIpoBepeHo: !
Himesh Kumar ‘/ﬂ

Approved by: Manager/Executive /
Ono6peno: MeHekep / RyKOBOAMTENb
Amit Kumar e

Print Date /
Hara: 31.07.2021

Print Date /
Jara: 31.07.2021

Print Date /
Hara: 31.07.2021

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: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIN3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxkT: Keropon™ Dxenpece (keToponak) TabiaeTky, AUCIEPrHpyeMble B MOJIOCTH pTa, 10 mr
Batch No / : V2101268 Batch Quantity / : 252.000 KG
Cepus Ne O0beM cepHH
Analytical Report No / : 890001537620 Date of Analysis / : 31.07.2021
AHaIuTHYeCKHi oTyeT Ne Hara anaanza
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
JlaTa mMpon3BOACTBA Tonen o
Analysis performed according ND / Anann3 nposenen no HJ/L: JI[1-004929-01 1119

Page 6 of 6 / Ctp. 6 u3 6

No

No Test / IlokazaTenb Results / PesyaeTaTel Specification / Hopma
13 Assay / KonnyecTBenHoe 9.9 mg/9.9 mr From 90mg to 11.0mg of
onpeesieHHe (98.8 %) C15sH13NO3+C4H 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
pi(s] 1 1,0 MI' C15H13N03’C4H11N03
(xeToponaka tpometamuH) (ot 90,0 mo
110,0 % OT 3asBIEHHOTO KOJIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0988 mg/tab / Not less than 0.042 mg/tab /
content / Copepxanue 0.0988 mr B TabneTKe He menee 0,042 mr B TabneTke
6y TH/ITHAPOKCHAHH30/12
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 | Tabmerox B Gmuctepe u3 (IA/AJI/TID ¢
pack. / Ilo 10 Tabnerox B | Bnaronornotutenem/II9BII) dompru /
oauctepe w3 (IA/AJUTID ¢ | (IID/AJT) doneru. ITo 1 win 2 6auctepa
srnaromnoraoturenem/[19BIT) C HHCTPYKIMEH IO TPHUMEHEHHIO B
doneru // ([13/AJT) donbru. Ilo | mauky KapTOHHYIO.
2 6nucTepa ¢ HHCTPYKLHEH IO
NPUMEHEHUIO B nayKy
KapTOHHYIO.
16 | Labeling / MapxkupoBka According to ND / B cootBetctBun ¢ HJI
17 | Storage conditions / Below 25 °C. / [1pu Temneparype He Bbiuie 25 °C.
Xpanenue
18 | Shelf life / Cpok rogHocTu 2 years /2 rofia

Remarks : The Product conforms to ND/
IMpumeuanue: IIpoaykr coorseTcTByer Tpedoranusm HJI

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToAroToBNIEHO: P [posepeHo: | Onobpero: MeHemﬁem\f PyxoBonutens
Pardeep Kumar <1 HimesW Amit Kumar e

Print Date / Print Date / Print Date /

Jara: 31.07.2021 Hata: 31.07.2021 Hara: 31.07.2021

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: L85195AP1984PLCO04507

www.drreddys.com




