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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
Tel : +91 98166 56001-02

www.drreddys.com

CEPTHOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dkcnpece (keToponak) TabiaeTku, AUCIEPrupyeMbie B NONOCTH pTa, 10 Mr

Batch No / : V2201484 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O0Bem cepuu 36,00,000 Tad
Analytical Report No / : 890001604716 Date of Analysis / 30.07.2022
AHaJUTHYECKHH oTueT Ne JlaTa apanuia

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
JaTta npoun3BoacTBa Topen no

Analysis performed according ND / Ananus nposeaen no HJ/I:
JII1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page1of 7/ Cap. 1 n3 7
1

[ No
N Test / IokazaTeb Results / Pe3yabTaThbl Specification / Hopma
1 Description / Onncanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrable, nnockue Kpyrable, nnockue 1abieTku ¢ dackoii,
TabneTku ¢ dackol, cBeTIo- CBET/I0-XKENTOro LBETa C IPaBUPOBKOH
JKEJNTOro LUBETA € IPaBUPOBKOIt «l» Ha omHOH CTOpOHE.
«l» Ha omHOU cTOpOHE.
2 Identification / IloanuHHOCTL
Ketorolac / Kemoponak
a) Byuv/ Complies / COOTBETCTBYET UV spectra of the test solution and
Y@-cnektpodoTOMeTpUst ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnektpsl
HOTJIOMEHHST UCTIBITYEMOTO pacTBopa 1
pacTBopa  craHaapTHoro  ofpasua
KeTOpoNiaka TPOMETaMHHA  JOJIKHBI
HWMETb MaKCUMYMbI [IPH OAHOM U TOH xe
JUTMHE BOJIHBI (£ 2 HM).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

ITprimeyanne: Ilpoaykr cootsercTByeT Tpebosanuam HJI

Zaxmwouenne: OJOBPEHO

Prepared by /
INoaroroerseno: Pardeep Kumar

3

Checked by /
[Tpoeepero: Himesh Kumar

C.__‘\- p—

\

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyi\paomwenb
Pavan Kumar Sharma = /o

-

Reprint Date /
Jara: 30.07.2022

Reprint Date /
Jara: 30.07.2022

Reprint Date /
Hara: 30.07.2022

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIM: L85195AP1984PLC004507
www.drreddys.com
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Formuiation Unit-6
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Hpoaykr: Keropos

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dkcnpecc (keToponiak) TabNeTKH, AUCNEPripyeMbie B nonocth pra, 10 mr

Batch No / : V2201484 Batch Quantity / : 36,00,000 tab /
Cepust Ne O6bem cepun 36,00,000 Tad
Analytical Report No / : 890001604716 Date of Analysis / 30.07.2022
AHAAUTHYECKHH oTyeT No JaTta ananusa

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
JlaTa npou3BoAcTBA Tonen no

Analysis performed according ND / Ananus nposeaen no H/:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel or 27.12.2021)

Page2 of 7/Ctp. 2 u3 7

No

Ne Test / [TokazaTesnb

Results / Pe3yabraThl

Specification / Hopma

b) By HPLC / BOXKX

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). / Bpems  ylep:xHBaHUs
OCHOBHOIO IHKa Ha XpomaTrorpamme

HCOBITYEMOTO  pacTBopa  JIOJIKHO
COOTBETCTBOBATH BpeMeHH
yIOep)KMBaHUs OCHOBHOrO TMMKa Ha
Xpomarorpamme pacTBoOpa
_ CTauJapTHOro obpasua KeTopoJjiaka
TpoMeTaMHHa (pazzen

«KonuuecTseHHOE onpeneneHne»).

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT coorBeTcTBYeT TpebopaHusmM HJL

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

Prepared by /

[Toaroroeneno: Pardeep Kumar

Checked by /
[Mposepeno: Himesh Kumar

S—

| —

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens
Pavan Kumar Sharma

~1 e

Cjon——— =
\:’__.-'-::__-ﬁ‘

"

=1
Reprint Date /

Hata: 30.07.2022

Reprint Date /
Hara: 30.07.2022

Reprint Date /
Hara: 30.07.2022

Registered Office: 8-2-337, Road Mo. 3, Bznjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4500 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com
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IIpoaykt: Keropon

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Oxcnpecc (keToponak) TabieTku, AMCneprupyemble B noJ1ocTy pTa, 10 mr

Batch No / 1 V2201484 Batch Quantity / : 36,00,000 tab /
Cepna Ne O61bem cepun 36,00,000 Tad
Analytical Report No / : 890001604716 Date of Analysis / 30.07.2022
Ananutudecknii oruet No JlaTra ananuia

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
JaTta npousBo/JcTBa I'omen ao

Analysis performed according ND / Ananu3s nposenen no HJ/[:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page3of 7/Crp.3u37

1;.:) Test / [Noxa3zaTesb Results / PesyabTaThl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The retention timés of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
TMoanuHHOCTD butylhydroxyanisole peaks on the
Oy TWIITNIPOKCHAHH30J1 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 ynepxHBaHUA
OUKOB  2-OyTWITHApOKCHAaHH30Na W
3-6yTUNrMOPOKCHAHH301a Ha
XpOMaTorpaMme UCIIBITYEMOT0
pacTBopa JOMKHBI COOTBETCTBOBATb
BpEMEHaM YAEPKHUBAHUS [HMKOB
2-6yTUIrHAPOKCHaHU30JIa H
3-0yTWIFMIPOKCHAHU301a Ha
XpoMaTorpaMmme pactBOpa
CTaH/IapPTHOTO obpasua
6YTUITHAPOKCHAHU30N1a (paznen
«CognepxaHue
OyTHITHIPOKCHAHU30a»).
4 Average weight / Cpennsis 69.8 mg/ 69.8 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Or 67,2 Mr no 72,8 Mr (70,0 Mr+4,0 %).

Remarks : The Product conforms to ND/
IIpumeuanue: Ilponykrt coorBercTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3axawouyenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Pardeep Kumar | INposepero: Himesh Kumar Ono6peno: Menemxep / Pykosomurens
t ~— | Pavan Kumar Sharma foa~—"=
- | ———"
Reprint Date / Reprint Date / Reprint Date /
Jlara: 30.07.2022 Jara: 30.07.2022 Jlarta: 30.07.2022

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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MpoayxT: Keropon

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dkcnpece (keToposiak) TabsieTky, AUcneprupyemble B noaocTu pra, 10 mr

Batch No / 1 V2201484 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo0bem cepun 36,00,000 Tad
Analytical Report No / : 890001604716 Date of Analysis / 30.07.2022
AHanuTudeckuii oryer Ne JlaTa aHaJIM3a

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
Jlara npouzBogcTea Toxen go

Analysis performed according ND / Ananns nposexen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3ameHnenune Nel ot 27.12.2021)

Page 4 of 7/ Crp. 4 u3 7

i‘: Test / [loka3zaTenn Results / Pe3ysibTaTsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20Q tablets - not more than = 10 %
OAHOPOAHOCTH MacChl 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He OGonee = 10 %
2/20 tabnetok — He Gonee * 20 Y%
5 Disintegration time / 20 sec / 20 cek Not more than 3 min / He 6onee 3 MuH
PacnagaemocThb
6 Dissolution / PacTBopenne Unit-1/ Tabn-1 98% Not less than 75% (Q) of
) C5sH3NO3C4H | INO; (kCtOI‘OlaC
= - V)
Unit-2 / Ta6n-2 @ tromethamine) in 15 ‘min‘/ He menee
Unit-3 / Ta61-3 98% 5% (Q)  CisHisNO3CsHiiNO3
. . (keToponaka  TpoMeTaMMH)  4epe3
Unit-4 / Tabn-4 101% S
Unit-5 / Tabn-5 97%
Unit-6 / Tabn-6 93%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHocTh 710 um sieve is formed. / O6pa3syercs
OHOPOIHASA CYCIIEH3Us, MPOXOASILas
CKBO3b CUTO C pa3MepPOM OTBEPCTUH
710 MxMm.

Remarks : The Product conforms to ND/
ITpumeuanue: [Tponykr cootBercTBYeT Tpebopanusam HJL

Conclusion : APPROVED /
3akarouenue: OJJOBPEHO

Prepared by /
IMoaroroeneno: Pardeep Kumar

Checked by /
IMposepeno: Himesh Kumar
P A

\

Approved by: Manager/Executive /
OnobperHo: Menemxep / Pykogoaurens

Pavan Kumar Sharma L’['i =t
_/’/-""FFFFF

¢
—

—

Reprint Date /

Hara: 30.07.2022

Reprint Date /
Hara: 30.07.2022

Reprint Date /
Jara: 30.07.2022

Registered Office: 8-2-337, Road Mo. 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 Lahoratories Ltd.
Formuiation Unit-6

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

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoaykr: Keropon” Drenpece (KeTopoiak) TabICTKH, AUCNEPrupyeMbIe B NonocTH pra, 10 mr

Batch No / : V2201484 Batch Quantity / 1 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tad
Analytical Report No / : 890001604716 Date of Analysis / 30.07.2022
AHajauTHdecKui oTuyer Ne Jlara anaauza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
JlaTa npou3BoACTBA T'ogen go

Analysis performed according ND / Ananu3s nposeaen mo H/L:
JIII1-004929-011119 (amend Nel from 27.12.2021 / uamenenune Nel or 27.12.2021)

PageSof 7/ Crp.Su3 7

8 Related impurities / PoacTBeHHble NpuMecH

ketorolac 1-hydroxy analog /
1-ruppoxcHaHamor
KeTopoJiaka

Less than LOQ (LOQ: 0.0032%)

ketorolac 1-keto analog/
1-KeToaHaTor KeTopoaka

0.07 %

Any unidentified impurity /
eIMHHY Has
HEHACHTUDHIIUPOBAHHAS
[p1Mech

0.04%

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He Gonee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Total impurities /
CymMa npuMecei

0.2%

Not more than 1.0 % / He Gonee 1,0 %

9 Water / Bona

2.1%

Not more than 7.0% w/w /
He 6omnee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHuyeckne pacTBOpHTENH

Isopropyl alcohol /
H3zomnpomnaHon

2 pg/tab / 2 Mkr B TabaeTke

Not more than 350 pg/tab /
He 6osiee 350 MKr B TabnaeTke

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponykr coorBercTyet TpedoBanusam HJJ

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by /
Ioaroroeneno: Pardeep Kumar

Checked by /
INpoeepeno: Himesh Kumar

o —

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykogoautens
Pavan Kumar Sharma ==

=" o>
| e

===

-

Reprint Date /
Jara: 30.07.2022

Reprint Date /
Hara: 30.07.2022

Reprint Date /
Hara: 30.07.2022

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIM: L85195AP1984PLLCO04507
www.drreddys.com
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Ilpoayxr: KeTopon

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Okcnpece (keTopodiak) TabieTKH, AMCIeprupyembie B MosiocTu pra, 10 mr

Batch No / : V2201484 [Batch Quantity / : 36,00,000 tab /
Cepusa Ne Obbem cepun 36,00,000 Tab
Analytical Report No / : 890001604716 Date of Analysis / 30.07.2022
|AHaqauTHYecKui oTyeT Ne Jara anann3a

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
JaTta npou3BoacTBa Toneun go

Analysis performed according ND / Ananu3 nposenen no H/X:
JIII-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel ot 27.12.2021)

11 Microbial enumeration tests / MukpoGuonoruueckas uMcrora*

Page 6 of 7/ Ctp. 6 n3 7
L

a) Total Aerobic Microbial
Count / Obuee yucno
a3pOBHBIX MUKpO-
OpraHU3MOB

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

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

b) Total Combined Yeast
and moulds count / O61uee
YHUCIIO LPOAOKEBBIX H
eCHEBBIX 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 /
OTtcyTcTBYET OtcyrctBue B 1 1
12 Uniformity of dosage units / 1.9 Acceptance value (AV) not more than
OaHopoAHOCTL 15.0 / TlpuemouHoe 3HaueHue (AV) He
A03UPOBAHUS 6onee 15,0.
13 Assay / KonnuecTBeHHOe 9.8 mg/9.8 Mr From 9.0mg to 11.0 mg of
onpejaejieHue (98.4 %) Ci1sHiaNO3*C4H | INO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 1o
1 1,0 MI C15H|3NO3'C4H[1N03
(xeroponaka TpometamuH) (ot 90,0 no
110,0 % OT 3asBJACHHOTO KOJMYECTRA) B
TabneTke
14 | Butylhydroxyanisole 0.0960 mg/tab / Not less than 0.042 mg/tab /

content / Coaepxanue
Oy THIrHAPOKCHAHHU30/1a

0.0960 Mr B TabneTke

He menee 0,042 mr B TabneTke

Remarks : The Product conforms to ND/

Ilpimeuanue: [Iponykr coorBeTcTBYyeT TpeboBanuam HJJ

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by /
[Toarorosneno: Pardeep Kumar

——

Checked by /
ITporepeno: Himesh Kumar

P

N

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykopoauTens
Pavan Kumar Sharma “I ——

="

Reprint Date /
Hara: 30.07.2022

Reprint Date /
Jlara: 30.07.2022

Reprint Date /
Hata: 30.07.2022

Registered Office: 8-2-337, Road Mo. 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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CEPTUOUKAT AHAJIU3A

a

IIpoayxkr: Keropon

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Oxenpece (KeToposak) TabNeTKU, AUCNeprupyemble B MoJaoctH pra, 10 mr

AHaAJHTHYECKH T oTyeT Ne

Batch No / 1 V2201484 Batch Quantity / : 36,00,000 tab /
Cepust Ne O6beM cepuu 36,00,000 Tad
Analytical Report No / : 890001604716 Date of Analysis / : 30.07.2022

JlaTa apann3za

JlaTa npou3BoAcTBa

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2024

T'open no

Analysis performed according

JIII-004929-011119 (amend Nel from 27.12.2021 / uzmenenue Nel or 27.12.2021)

ND / Ananus nposegen mo HJI:

Page 70f 7/ Crp. 73 7

15 Package / YnakoBka

10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / Ilo 10 Tabnerox B
information leaflet in a carton | Gauctepe u3 (ITA/AJI/TID c
pack. / Ilo 10 Tabnerok B | Bnaromormorurenem/I1OBIT) donbru //
6nucrepe u3 ([TA/AJI/IID ¢ | (II2/AJT) doneru. Tlo 1 unn 2 6auctepa ¢
Bnaronornorurenem/I13BI]) HHCTPYKLUHEH 1O NMPUMEHEHUIO B MauKy
¢doneru // (T13/AJT) donsru. Ilo | kapTOHHYIO.

2 6nuctepa ¢ MHCTpYKLMeil mno
NPHUMEHEHHUIO B nayky
KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBeTcTBud ¢ HJT

17 | Storage conditions /
XpaHeHue

Below 25 °C. / Ilpu Temnepatype He Bbiue 25 °C.

18 | Shelf life / Cpok roanoctu

2 years /2 rona

* At product release the quality control as per the parameter « Microbial enumeration tests» is
performed for each 20th batch, or for one batch in a year whichever is earlier.

* IIpH BbIDycKe JeKapCTBEHHOr0 NpPenapaTa KOHTPOJIb KAYecTBA N0 MOKA3aTENI0
«MHKpOOHOIOrHYEeCKAs YHCTOTA» NPOBOAMTCA A KaKaoi 20-0ii cepuu, HJIH 1JIs OAHOM cepuH B rof,

B 3AaBHCHMOCTH OT TOI0, 4TO H

ACTYNUT paHbllle.

[Moarorornexo: Pardeep Kumar

i

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [Ipoaykr cooTBeTcTBYET TpeOoRanusam H]I 3akawouenne: OJTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Mposepeno: Himesh Kumar Onobpeno: Menemwxkep / Pykosoaurens
(—:;&/—”“ Pavan Kumar Sharma i

Reprint Date /
Jata: 30.07.2022

Reprint Date / Reprint Date /
Hara: 30.07.2022 Jara: 30.07.2022

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



