Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories | tq.
Formulation Unit-6

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

CEPTUO®HKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipopyxr: Keropon™ Dkenpece (keroponax) TabAeTKN, TMCNEPTHPYEMbIE B MONIOCTH pTa, 10 Mr

Batch No / : V2300666 Batch Quantity / + 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001657669 Date of Analysis / 21.04.2023
AHanuTHYeCKHH 0TYeT No Jara ananusa

Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2025
Hara npoussoxcrea I'ogen no

Analysis performed according ND / Anamus nposegen mo HA:
JIII-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)

Pagelof 7/Crp. 1 m37

No

Ne Test / Iloxazatens

Results / PesyabTaTsi

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyruble, riockue
Tabnetkn ¢ dackol, ceeTno-
XENTOro 11BeTa ¢ rpaBUpPOBKO
«» Ha OHOM CTOpOHE.

Light yellow round flat beveled tablets |
with "|" debossed on one side. /
Kpyrabie, mockue rabnetks ¢ dpackoi,
CBETJIO-KENTOTO IIBETA C IPABUPOBKO]
«I» Ha oHOM cTOpOHE.

2 Identification / HognunHOCTL

Ketorolac / Kemoponax

a) Byuv/
Y®-cniektpodoromeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (z 2 nm). / V®-cnextpol
NOTJIOIEHHs HCIIBITYEMOTO pacTeopa
pacTBopa  CTaHAapTHOro  obpasua
KEeTopojiaka TpPOMETAMHHA  JOJIKHBI
HMETH MaKCUMYMBI TIPM OJTHOM U TOM ke
JUITWHE BOJHBI (£ 2 HM).

Remarks: The Product conforms to ND/
Ipruimeyanne: Tpogykt cootsercTayer Tpebosanmsm HJT

Conclusion: APPROVED /
3akmouenne: O IOBPEHO

Prepared by /
Iloarorosneno: Ramakant

Checked by /
Ilposepeno: Pardeep Kumar

L~

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautens
Amit Kumar _;‘& N

J‘ R

&L&Utt
Reprint Date /

Jarta: 21.04.2023

Reprint Date /
Hara: 21.04.2023

Reprint Date /
Hara: 21.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaii: mai!@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories | tg.
Formulation Unit-6

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

e CEPTUOHKAT AHAJIH3A
’mduct: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon™ Sxeripece (ketoponax) TabJieTki, AMCTIeprupyemble B nonocTy pra, 10 mr
Batch No / : V2300666 Batch Quantity / : 36,00,000 tab /
Cepnusa Ne Oo6nbem cepnn 36.00,000 Tab
Analytical Report No / : 890001657669 Date of Analysis / 21.04.2023
AHaIHTHYeCKH#i oT4eT No JaTta anajauza
Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2025
MaTa npon3Bojacrea I'onen no
Analysis performed according ND / Anaaus nposened no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel or 27.12.2021)

Page2 of 7/Crp. 2 3 7

No

N Test / IToxazaTens

Results / PesyabTathi

Specification / Hopma

b) By HPLC / BOXX

Complies / CootBercTBYyeT

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 ynepxuBaHus

OCHOBHOTO ITMKa Ha XpoMarorpamme

MCOBITYEMOTO  pacTBOpPa  JOJDKHO
COOTBETCTBOBATH BpPEMEHHU
YOEPXHBAaHHWA OCHOBHOTO IHMKA Ha
XpoMaTorpamme pacTBOpa
CTaHIAPTHOro ofpa3la KeTopoJiaka
TPOMETaMHUHa (pasnen

«KommuecTeeHHOE onpe,ueneﬂue») .

_|

Remarks: The Product conforms

to ND/

[Ipumeyanue: Tponykr coorsercTByer TpeboBannam HJ[

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
Tloarorosneno: Ramakant

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykopoguTesns
Amit Kumar RS

Ve ol

w2
SaP
Reprint Date /

Jara: 21.04.2023

Reprint Date /
Hara: 21.04.2023

Reprint Date /
Hara: 21.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com

CIN: L85135AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories | ¢4,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badqj,
Distt. Solan, H.P., 173 205, IND 5
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOHKAT AHATH3A

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

Tpoayxr: Keropon™ Okenpecc (keToponak) TabneTki, ANCreprupyemMsle B ojiocT! pra, 10 Mr

Batch No / : V2300666 Batch Quantity / : 36,00,000 tab /

Cepus Ne O6bem cepun 36,00,000 Tab

Analytical Report No / : 890001657669 Date of Analysis / 21.04.2023
|AHaHTHYeCKH# oTYeT No JMata aHannza

Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2025

Hara nponseoacrea T'onen no

Analysis performed according ND / Anasnns nposenen mo HJT:
@-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel or 27.12.2021)

S

Page3of 7/Crp. 3 m3 7

[ No

No Test / IlokaszaTtenn Results / Pe3yabraTei Specification / Hopma

3 Identification Complies / CooTeTcTBYeT The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MopnuuuocTs butylhydroxyanisole peaks on the
Oy THITBAPOKCHAH N30 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). / BpeMmeHa ymepkuBaHus
IUKOB  2-OyTHITHApOKCHaHM30Nla |
3-6yTHaruapoxcuanu3ona Ha
XpoMaTorpamMme HCTILITYEM OO
pacTtBopa MOKHBI COOTBETCTBOBATE
BpEMEHaM YIAEPKHUBAHUA ITMKOB
2-6yTWITMAPOKCHAHH30NA u
3-6yTHITMAPOKCHAHUM30IA Ha
XpoMaTrorpamme pacTBOpa
CTaHJapTHOTO obpasna
OyTHNruapOKcUaHM30a (pazzmen
«Conepxanue

OyTHITHAPOKCHAHM30IaY).

4 Average weight / Cpeansis
Macca

69.6 mg/ 69.6 Mmr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot167,2 Mr 110 72,8 Mr (70,0 Mr+ 4,0 %).

_

Remarks: The Product conforms

to ND/

Iprmeyanne: Ipoaykt cooTsetcTByeT Tpeboranuam HJI

Conclusion: APPROVED /
3axaouenne: OJIOBPEHO

MHara; 21.04.2023

Hara: 21.04.2023

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarotoeneno: Ramakant IIposepeno: Pardeep Kumar Ono6peno: Menemiep / Pykosomuress
Lk Amit Kumar N\ -\ _
B L~ j&"”“/”’"
Reprint Date / Reprint Date / Reprint Date /

Jara: 21.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telaingana, india
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mait@drreddys.comi

CIN: L85195AP1984PLCO0A507
www.drreddys.com




Dr.Reddy’s Q':’.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltqg.
Formulation Unit-6

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

CEPTHUOPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HIpoayxr: Ketopon™ Dkenpece (keToponak) tabnerku, JMCTeprupyemMsle B rojocth pra, 10 mr

—

Batch No / : V2300666 [Batch Quantity / : 36,00,000 tab /
Cepus Ne O6Bem cepun 36,00,000 Tab
Analytical Report No / : 890001657669 Date of Analysis / 21.04.2023
AHanHTHYeCKHi oTyeT Ne Jara anayimsa

Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2025
Jara npoussoacTea T'onen go

Analysis performed according

ND / Anann3 nposenen no HJI:

JII1-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel ot 27.12.2021)

Page4 of 7/Crp. 4 u3 7

No

Ne Test / [loka3zaTenn

Results / PesyanTaTsi

Specification / Hopma

Uniformity of weight /
OnnopoaHocTh Macchl

Complies / CooTBeTCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 9 /
18/20 Ttabnerox — He Gonee + 10 %
2/20 Tabnerok — ue 6onee + 20 %

5 Disintegration time /

17 sec /17 cex

Not more than 3 min / He 6onee 3 Mmun

Pacnagaemocts
6 Dissolution / Pactsopenne Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of
. CsH13NO3=C4H| NO3 (kCtOI‘O lac
Unit-2 / Ta6n-2 100% tromethamine) in 15 min / He mMenee
Unit-3 / Ta61-3 97% 5% (Q)  CisHisNO3*C4Hi; NO;
) . (keToponaka  TpOMETaMHH)  uepes
Unit-4 / Tabn4 96% i
Unit-5 / Tabn-5 102%
Unit-6 / Ta6n-6 99%
7 Fineness of Dispersion/ Complies / CooteTcTBYET A uniform suspension passing through a
HJucnepcHocTh 710 pm sieve is formed. / O6pasyetcs

OHOPOAHAs CYCNEH3WsA, NPOXONAIas
CKBO3b CHTO C Da3MEPOM OTBEpCTH
710 MxM.

Remarks: The Product conforms

to ND/

Ipumeuanne: TIponykT cootBercTByeT TpeboBanmsim HJ

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Hara: 21.04.2023

Hara: 21.04.2023

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: F;{Lamakant Iporepeno: Pardeep Kumar OmnoGpeno: Menemxep / Pykosoaurens
Lﬁ}“\‘}i‘t Amit Kumar fl\ _'; , \/*j‘_f —
jan
Reprint Date / Reprint Date / Reprint Date /

Hara: 21.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +51 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CiN: [85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q?-.'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories | t4.
Formulation Unit-6

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

CEPTH®HKAT AHAJIM3A

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

Ipoayxr: Ketopon" Dxcmpece (keto ofaK) Tabnerkn,
poay P P P

AHCIIEPrUPYEMbIe B 110J0CTH pra, 10 Mr

Batch No / : V2300666 Batch Quantity / : 36,00,000 tab /
Cepna Ne O6bem cepnn 36,00,000 Ta6
Analytical Report No / : 890001657669 Date of Analysis / 21.04.2023
AHaJHTHYecKHH oTueT No Hara anamsa

Date of Manufacture / : Mar.2023 Date of Expiry / Feb.2025
Jara npoussoacrea I'oxen go

Analysis performed according ND / Ananus npoBenen no HJT:

. JII1-004929-011119 (amend Nel from 27.12.20

21 / uamenenue Nel ot 27.12.2021)

PageS5of 7/ Crp. Suz 7

8 Related impurities / Poacreennsre n pHMmecH ]
ketorolac 1-hydroxy analog / Below LOD (LOD =0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %
1-rHApOKCHaHaOr Hmke npesiena o6uapyxenns (10
KETOpoJiaka =0.0010 %)
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-keroananor ketoponaka 0.03%

Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
€IHHUYHAsA 0.03%
HENIEHTU(GULIHPOBAHHAS
npUMech
Total impurities / 0.1% Not more than 1.0 % / He Gosee 1,0 %
CyMmMa nipumeceii
9 Water / Boga 2.3% Not more than 7.0% w/w /
He 6onee 7,0 %

10

Residual solvents by GC/ Octatounnie OpraHu4ecKHe pacTBOPUTEH

Isopropyl alcohol /
Hsonponanon

3 pg/tab / 3 Mxr B TabneTke

Not more than 350 pg/tab /
He 6onee 350 Mkr B TabneTke

Remarks: The Product conforms to

ND/

Tpumevanue: Iponykr COOTBETCTBYeT TpeboBanusam HJJ

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
ITonrorosneno:; Ramakant

Checked by / .
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosomutens

Amit Kumar

P

Wk
Reprint Date /

Jlata: 21.04.2023

Reprint Date /
Jara: 21.04.2023

Reprint Date /
Hara: 21.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, H
Tel: +91 40 4900 250

CIN: 185135AP1984PLCO04507
www.drreddys.com

yderabad - 500034, Telangana, india
0, Fax: +91. 40 4900 2999, Email: mail@direddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories I tq.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND1 A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpomykr: Keropon™ Dxenpece (ketoponak) Taberiu, JHCTIEPrupyemble B nojaocty pra, 10 mr

Batch No / : V2300666 Batch Quantity / : 36,00,000 tab/
Cepusn Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001657669 Date of Analysis / 21.04.2023
AHaJiuTHYECKHH oTYeT No Jdara ananusa

Date of Manufacture / : Mar.2023 Date of Expiry / ¢ Feb.2025
HaTa npon3Boacrsa T'onen o

Analysis performed according ND / Anasinz npoeeaen no H:
JII1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)

Page 6of 7/ Crp. 6 u3 7

11 | Microbial enumeration tests / Mukpo6uonoruueckas uncrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61uee yucio He 6onee 1000 KOE/r
a’pOoOHBIX MHKPO-
OpraHH3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6uee He 6onee 100 KOE/r
YHCIIO APOAOKEBBIX U
INECHEBBIX IPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBue B 1
12 | Uniformity of dosage units / 4.4 Acceptance value (AV) not more than
OanoponHocTh 15.0 / IlpuemoyHoe 3Hauenue (AV) He
AO3HPOBaHUsA 6onee 15,0.
13 | Assay/ Kosnyecreennoe 10.1 mg/ 10.1 mr From 90mg to 110mg of
onpeaesneHue (101.0 %) C15sH13NO3°C4H,;1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr no
1 1,0 MU C15H13NO3'C4H1 ]NO3
(xeToponaka Tpometramun) (ot 90,0 no
110,0 % oT 3asBIEHHOr0 KOJHYECTBA) B
Tabnerke
14 | Butylhydroxyanisole 0.0985 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0985 mr B Tabnetke He menee 0,042 mr B TabneTke
L Oy TH/ITMAPOKCHAHH30J1a

Remarks: The Product conforms to ND/
[Tpumenanne: IIpoaykr coorBeTcTBYeT TpeboBanusM HJ

Conclusion: APPROVED /
3akmogenne: ONOGPEHO

Prepared by /
lloaroropiemno: Ramakant {f

LR

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoautens
Amit Kumar

A e

Reprint Date /
Jarta: 21.04.2023

L
Reprint Date /

Hara: 21.04.2023

Reprint Date /
Jara: 21.04.2023

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +92 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories | tq.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badgj,
Distt. Solan, H.P,, 173 205, INDjA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

_ CEPTUO®HKAT AHAJIM3A
[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon® Dkenpece (KeToponax) Tabnerku, Aucneprupyemble B MOI0CTH pra, 10 mr
Batch No / : V2300666 Batch Quantity / : 36,00,000 tab /
Cepua Ne Ob6bem cepun 36,00,000 a6
Analytical Report No / : 890001657669 Date of Analysis / ¢ 21.04.2023
AnanuTHYecKHii oTyeT No lara ananunza
Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2025
Hara npoussoncrea I'onen xo
Analysis performed according ND / Ananns nposenen no H:
JI1-004929-011119 (amend Nel from 27.12.2021 / n3menenue Nol ot 27.12.2021)

Page7of7/Crp. 7 uz 7

hs Package / Ynakogka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerox R
bauctepe w3 (TA/AJIID ¢
Bnaronornotutenem/I13BIT)
(onsru // (IT3/AJT) donsru. Mo
2 Gnuctepa ¢ MHCTPYKUMeH mo
NpUMEHEHHIO B nayky
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / ITo 10 Tabnerok s
6nucrepe U3 (MMA/ATI/IID G
snaronornorureneM/II3BII) donsru //
(IT3/AJT) onsru, [To 1 wmu 2 OsmcTepa ¢
MHCTPYKLMEH N0 NPUMEHEHHIO B Mauky
KapTOHHYIO.

16 | Labeling / Mapkupogka

According to ND / B cooTBeTCTBHH C HJT

17 Storage conditions /
Xpanenne

Below 25 °C. / Tlpu TeMInepartype He Beiine 25 °C.

18 Shelf life / Cpok rognocTn

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.

* Ilpu BbIycKe JleKapcTBEHHOT0 Niperrapara KOHTPOJIbL Ka4ecTBA 110 MOKA3aTe o

NPOBOXHTCS 11 KaxKno# 20-0i cepuu, wan s ogHOl CEPHH B Iroj,
B 32aBHCHMOCTH OT TOr0, 9T0 HACTYHT paHbIe.

«MHKpPOGHOIOTHIECKA YHCTOT Y

_lieprint Date / Reprint Date /
Hara: 21.04.2023 Hara: 21.04.2023

o

=

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: Ipopykr cootBeTCcTBYET TpeboBanusm HJT 3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manage: /Txexiive /
Hoarorobnerno: Raniakagl Hposepero: Pardeep Kumar Onobpeno: Menemxkep / Pykosogutets

Amit Kumar ;\\» —
{

Reprint Date /
Jara: 21.04.2023

Registerad Office: 8-2-3

Tel: +91 40 4900 2900, Fax: +91 2

37, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

CIN: L85135AP1984P1LC004507
www.drreddys.com

0 4900 2995, Email: mail@drreddys.com




