Dr.Reddy’s Q‘:’.

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 AHAJI3A

Hpoaykr: Ketopoa

Product : Ketoro! Express (ketorolac) Orally Disintegrating Tablets 10 mg
renpecc (KeToposak) TabaeTku, ANCHEPrHPYEMbIC B NOJIOCTH PTa, 10 mr

Batch No / : V2201661 Batch Quantity / :+ 36,00,000 tab /
Cepusa Ne OobeM cepnu 36.,00,000 Tab
Analytical Report No / : 890001609634 Date of Analysis / 26.08.2022
Ananurudeckuii oTueT Ne JarTa apanusa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JlaTa npousBoJcTBa I'open no

Analysis performed according ND / Ananus nposeaen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page1of 7/ Crp. 1 m37

No . .
N Test / TlokasaTenb Results / Pe3yabTaThl 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, niockue Kpyrnbie, niuockue TabneTku ¢ $packoi,
Tabnetku ¢ dackoil, cBeTNIO- CBETIIO-KENTOro LBeTa C rPaBUPOBKOM
JKEJITOTO LIBETA C PABUPOBKOM «l» Ha OIHOW CTOpPOHE.
«/» Ha OIHON CTOPOHE.
2 Identification / [loanunnocTh

 Ketorolac / Kemoponax

a) Byuv/
Y®-cnekTpooToOMETpHs

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTpbl
TMONTIOLIEH s UCTILITYEMOTO pacTBopa H
pactBopa  craHmaptHoro  ofpasua
KETOpOJiaKa TPOMETaMMHa  JOJDKHBI
UMETb MAKCUMYMBI U OJHOMN U TOM xe
IUTHHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
[pumeuanue: Ipoaykr coorsercryet Tpebosanuam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Jlara: 26.08.2022

Jara: 26.08.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Moxrorosiexo: Ramakant [MpogepeHg: Pardeep Kumar Ono6peno: Menemxkep / Pykosoaurenb
—t - Manoj Kumar A ] L
o e =g
Reprint Date / Reprint Date / Reprint Date /

Tara: 26.08.2022

Reuistered 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




Dr.Reddy’s Q;

CERTIFICATE OFF 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 |
Mpoayxr: Ketopon" Drenpece (keToposak) TabaeTkH, ANCTICPrUPYEMbI€ B NOJIOCTH PTa. 10 mr

Batch No / : V2201661 Batch Quantity / : 36,00,000 tab /
Cepust Ne Oo0bem cepiu 36,00,000 Tad
Analytical Report No / : 890001609634 Date of Analysis / 26.08.2022
ApauTnyeckuii oruer Ne Hara anaausa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Jara npouU3BoOACTBA T'onen no

Analysis performed according ND / Ananus nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3menenue Nel ot 27.12.2021)

Page2 of 7/ Crp. 2137
a

No

No Test / Iloka3arenb

Results / Pe3yabTaTht

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

of ketorolac

chromatogram
tromethamine standard solution (Assay
section). / Bpema  ynepxuBaHus
OCHOBHOI'O MHKa Ha Xpomarorpamme

HCIILITYEMOTO  PacTBopa  NOJDKHO
COOTBETCTBOBAThL BpPEMEHH
yIOEpP)KUBAHUS OCHOBHOTO TMNUKa Ha
XpoMaTorpamme pacTBopa
CTaHaapTHOro ofpasua KeTopoJaka
TpOMETaMHHa (pazmen

«KonruecTBEHHOE ONpeeNieHHEY).

Remarks : The Product conforms to ND/
[pumeuanue: IIponyKT COOTBETCTBYET Tpeboparmam HJI

Conclusion : APPROVED /
Baxnawuenue: OJJOBPEHO

Prepared by /

TMoaroroeneHo: Ramakant

e

Checked by /
[MpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoaunresnb

Manoj Kumar w :
tV¥y o

—

Reprint Date /
Jara: 26.08.2022

Reprint Date / Reprint Date /
Hata: 26.08.2022 Jara: 26.08.2022

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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":'.

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

CEPTU®HKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxykr: KeTopon® Dkenpece (KeToponak) TaONeTKH, AUCEPrupyeMbie B MONOCTH pTa, 10 Mr

Batch No / : V2201661 |Batch Quantity / : 36,00,000 tab /
Cepus Ne QobeM cepin 36,00,000 Tad
Analytical Report No / : 890001609634 Date of Analysis / 26.08.2022
AHAIUTHYECKHI 0TYeT N2 Jlara ananuza

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JaTa npou3BoOaCTBA Toxen no

Analysis performed according ND / Ananans nposeaen no H/IL:
JITI-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page3of 7/Crp.3m37

1;.? Test / IlokazaTenn Results / Pe3ysbTarsi Specification / Hopma

3 Identification Complies / COOTBETCTBYET The retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoAAMHHOCTB butylhydroxyanisole peaks on the
OYyTHAMHAPOKCHAHH30 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 yaepXuBaHHA
AMKOB  2-OyTUNIMAPOKCHAHHM30/lA U
3-0yTUArMAPOKCHAHU30J1a Ha
XpOMaTorpaMme UCMBITYEMOTO
pactBopa JOMKHBI COOTBETCTBOBATb
BpPEMEHaM yaepKUBAHUA MUKOB
2-0y THITHIPOKCHAHU301a "
3-GyTWITHIPOKCHAHH3014 Ha
Xpomarorpamme pacTBopa
CTaHAAPTHOIO obpasua
OyTHITHAPOKCHAHH3071a (pazmen
«ConepxxaHue

OyTUITMAPOKCHAHU30Ma»).

4 Average weight / Cpeguns
mMacca

68.9 mg/ 68.9 mr

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 %).

Remarks : The Product conforms to ND/

[Mpumeuanue: [TpoaykT cooTseTcTBYeT TpeboBanusam HJT

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
[MoaroroeneHo: Ramakant

Checked by /

[TposepeHo: Pardeep Kumar

—

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBoauTens

Manoj Kumar e
gt

Reprint Date /
Hara: 26.08.2022

Reprint Date /

Hara: 26.08.2022

Reprint Date /
Jara: 26.08.2022

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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":'

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

CEPTH®HKAT AHAJIH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropon' Dkenpece (ketopodak) Tadnerki, AMCNEPripyembIe B MONOCTH pTd. 10 mr

Batch No / 1 V2201661 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tad
Analytical Report No / : 890001609634 Date of Analysis / 26.08.2022
AnanuTnyecknii oruaeT No JlaTa aHa/n3a

Date of Manufacture / 1 Aug.2022 Date of Expiry/ Jul.2024
JaTa npou3BoJACTBA TI'onen no

Analysis performed according ND / Ananus nposeaen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel or 27.12.2021)

Page 4 of 7/ Crp. 4mn3 7

1;.00 Test / Tloka3zaTennb Results / Pe3yabTaThbl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than £ 10 %
OaHOPOAHOCTb MACChl 2/20 tablets - not more than £ 20 % /

18/20 Tabnetok — He 6Gonee * 10%
2/20 Tabnetok — He 6onee = 20 %
5 Disintegration time / 19 sec / 19 cek Not more than 3 min / He 6onee 3 MuH
PacnagaemocThb
6 Dissolution / PacTeopenne Unit-1/ Tatn-1 97% Not less than 75% (Q) of
. CisHi3sNO3*CsH, INO; (ketorolac
= - 0,
Uitz Tiaon=3 99% tromethamine) in 15 min / He menee
Unit-3 / Tabn-3 99% 75% (Q  CisHisNO3*CsHiiNO;s
) . (keToponaka  TPOMETaMUH)  4epes
Unit-4 / Tabn-4 100% 15 Mun
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
ducniepcHocTh 710 pm sieve is formed. / OGpasyercs
OIIHOpOJHAs CYCTIEH3HA, NpOXoisiuas
CKBO3b CHTO C pa3MepoM OTBepCTHid
710 MKM.

Remarks : The Product conforms to ND/
[Tpumeyanue: [IpoayKT COOTBETCTBYET tpebosanuam HJI

Conclusion : APPROVED /
axawuenne: OJOGPEHO

Prepared by /
Moarorosneno; Ramakant

Checked by /
[Mpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoaurens

Manoj Kumar \';;_a;t/(/
005

T

Reprint Date /
Jara: 26.08.2022

Reprint Date /
Hara: 26.08.2022

Reprint Date /
Ilara: 26.08.2022

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: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s “:‘

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 www.drreddys.com
CEPTH®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoaykt: Ketopon” Dkcnpece (keToposiak) TadAeTKH, AUCIEPTHPYEMbIE B NIOJIOCTA PTa, 10 mr

AxaauTHueckuil oruet Ne

Batch No / : V2201661 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6bem cepun 36,00,000 Tabd
Analytical Report No / + 890001609634 Date of Analysis / : 26.08.2022

Jlara asajusa

Jata npou3BoACTBA

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

T'oaeu no

Analysis performed according ND / Ananus nposenen no HJL:
JIIT-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page Sof 7/ Crp. Su3z 7

8 Related impurities / PoacTeennble npumecu
ketorolac 1-hydroxy analog / 0.01% Not more than 0.5 % / He 6onee 0,5 %
1-ruApOKCHaHajIor
KeToposaka
ketorolac 1-keto analog/ 0.04 % Not more than 0.5 % / He Gonee 0,5 %
1-KeToaHnanor KeToposaka
Any unidentified impurity / 0.05% Not more than 0.5 % / He 6onee 0,5 %
eIMHUY Has
HeugeHTUGHLHPOBaHHas
npumech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumecei
9 Water / Bona 2.4% Not more than 7.0% w/w /
He 6onee 7,0 %
10 Residual solvents by GC/ OcTaTouHble OpraHuyecKie pacTBOpUTEH
Isopropyl alcohol / 4 pg/tab / 4 Mxr g Tabnerke Not more than 350 pg/tab /
H3onponaHon He Gonee 350 Mxr B TaOneTke
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumeuanue: [Ipoaykr coorsercTByeT Tpebosannam H/L Zaxmouenne: QJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Ramakant [Tposepeno: Pardeep Kumar Ono6peno: Menemkep / Pykoeoaurensb

&M/ Manoj Kumar \ '

— At
Reprint Date / : Reprint Date / Reprint Date /
Jara: 26.08.2022 Jara: 26.08.2022 Jarta: 26.08.2022

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: L85195AP1984PLC004507
www,drreddys.com




Dr.Reddy’s ‘;‘

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

CEPTUDPHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon" Dkenpecc (KeToponak) TabneTkn, AMCNeprupyemble B I10J0CTH pra, 10 Mr

Batch No / 1 V2201661 Batch Quantity / : 36,00,000 tab /
Cepus Ne 0Qo6BbemM cepun 36,00,000 Tad
Analytical Report No / : 890001609634 Date of Analysis/ 26.08.2022
AHanuTHYecKnii oTuyer Ne Jarta ananusa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Jlata npou3ssoacrea I'open no

Analysis performed according ND / Anasn3 nposenen no H/L:

JITI1-004929-011119 (amend Nel from 27.12.2021 / u3menenue Nel o1 27.12.2021)

Page 6 of 7/ Crp. 6 u3 7

11 Microbial enumeration tests / Muxpoduonornyeckast Hucrora*

a) Total Aerobic Microbial
Count / Obuiee uucio
a3pOOHBIX MUKPO-
OpraHU3MOB

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

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

b) Total Combined Yeast
and moulds count / O61uee
YUCIIO OPOXKIKEBBIX U
nnecHeBbIX TPHOOB

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

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

¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCYTCTBYET OtcyTtcTBUE B 1 T
12 Uniformity of dosage units / 4.5 Acceptance value (AV) not more than

OaHopoAHOCTD 15.0 / TlpuemouHoe 3HaueHue (AV) He
J03UPOBAHMS 6onee 15,0.
13 Assay / KosinuecTBeHHOe 10.1 mg/ 10.1 mr From  9.0mg to 11.0 mg of
onpeaesicHHE (101.2%) Ci5sH1aNO3*C4H1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr n0
11,0 mr C15H13NO3+C4H [ INO3
(ketoponaka TpomertamuH) (ot 90,0 mo
110,0 % OT 3asBAeHHOro KOJMYECTBa) B
TabneTke
14 | Butylhydroxyanisole 0.0907 mg/tab / Not less than 0.042 mg/tab /

content /
Oy THJArHAPOKCHAH K304

Copaep:xaHue

0.0907 mr B TabJieTKe

He menee 0,042 Mr B TabneTke

Remarks : The Product conforms to ND/
IMpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusam HJ

Conclusion : APPROVED /
3aknwuyenue: OJOBPEHO

Prepared by /
IMoarorosneHo: Ramakant

ke

Checked by /
IIpoBepeno: Pardeep Kumar

[

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautenn

Manoj Kumar
yi LT

Reprint Date /
JaTa: 26.08.2022

Reprint Date /
Jara: 26.08.2022

Reprint Date /
Jata: 26.08.2022

Registerad 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




, '.... Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Dr’ Reddy s '0 Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHUDHKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon™ Dkenpece (ketoponak) TabNCTKH, AHCNICPrUpyemMble B NON0CTH pTa, 10 Mr

Batch No / : V2201661 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001609634 Date of Analysis / : 26.08.2022
AHaauTugeckuii oruyer Ne JlaTa ananu3a

Date of Manufacture / 1 Aug.2022 Date of Expiry / : Jul.2024
JaTa npou3BoJacTBa Tonpen go

Analysis performed according ND / Ananus nposeaen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel or 27.12.2021)

Page 7of 7/ Crp. Tu3 7

15 | Package/ Ynakoeka 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. / [lo 10 TabneTtok B
information leaflet in a carton | 6nmcrepe n3 (IMA/AJIVTID o
pack. / Ilo 10 Tabnetok B | Bnaronorsiiotutenem/I13BIT) donbru //
6nucrepe u3z  (INA/AJ/IID ¢ | (I13/AJ) donbru. Ilo 1 unu 2 6nucrepa ¢
BnaronornoTutenem/I13BIT) WHCTPYKLHEH NO NMPUMEHEHUIO B NadKy
donbru // (IS/AN) donsru. [lo | kapToHHYIO.

2 fsMcTepa ¢ MHCTpYKUMER mno

MPUMEHEHHIO B nauky
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootBeTctBuun ¢ H{
17 | Storage conditions / Below 25 °C. / Ilpn Temneparype He Bbiiue 25 °C,
XpaHeHue
18 Shelf life / Cpok roanoctn 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 JIEKAPCTBEHHOI0 NpenapaTa KOHTPOJIb KA4eCTBA IO N0KA3aTeJII0
«MuKpoOGHOJOrHYeCKAA YHCTOTAY NPOBOINTCH A5 Kaxaoi 20-oif cepun, Wjm JJs 0OJHOH CEPHH B I'Of,
B 3ABHCHMOCTH OT TOTI'0, YTO HACTYIIUT pAHbIIe.

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

[Tpumeuanwue: [IpoaykT cooTBercTBYeT Tpebopanusam HJ[ 3akawuenne: OJOBPEHO

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

INoarororneHo: Ramakant [Tpoeepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoaurens
gﬂ dkﬁﬂ_ [ Manoj Kumar KM

Reprint Date / Reprint Date / Reprint Date /

Jara: 26.08.2022 Jlara: 26.08.2022 Jara: 26.08.2022

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: L85195AP1984PLC0O04507
www,drreddys.com



