Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTHOHEAT AHATTHIA

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

HpoaykT: Keropon™ 3kenpece (ketoponak) TabaeTky, AMcneprupyeMbie B 1010CTH pra, 10 mr
Batch No / : V2100162 Batch Quantity / : 252.000 KG
Cepun Ne OfLeM cepun

Analytical Report No / : BO0001503076 Date of Analysis / : 31.01.2021
AnanaTHaeckuii oryer Ne JaTa ananuza

Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2022
JlaTa npoH3EOICTRA Togen no

Analysis performed according ND / Ananus mposesen no HJ: JITT-004929-0711119

Pagelof 6/ Crp.1u3 6

No

" Test / MokazaTens

Results / PezyasraTi

Specification / Hopma l

1 Description / Onuecanne

Light yellow round Tat beveled
tablets with "[" debossed on one
side. / Kpyrawie, miockHe
TabneTkH ¢ fackoi, coetno-
SENTOrO LBETS ¢ IPABHpoBKOR
«iw 112 oanoii cropoiie.

Light vellow round flat beveled tablets
with "' debossed on one side. /
Kpyrnwe, nnockne Tabnersy ¢ dackoi,
CBETO-HENTONO LBETA C IMPaBHpOBEOH
«l» HA 0RO cTOpOHE,

) Ldentiiieation / 1 lsgamnnoe s

Ketoralae 7 Kenmopanak

a) Byuv/
Vd-cnextpohoromerpna

Complies / CooTeeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / V@-cnextph
NOrNoWerHa HeNLITYEMOTO PacTBopd
pacTeopa CTAHTAPTHOIOD wlprd st
KETOPORAKA  TPOMETAMHHA  JOJIMHEL
WMETh MARLHM Y MBI 1A UIHOE M0 we
JAMHE BULHB (£ 2 HM).

Remarks : The Product conforms to NDY
Ilpuseuanue: [lponykr cooreercTeyeT Tpehosanmam HJI

Conclusion : APPROVED /
Jaawgenue: OJOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroToRneHo; [Ipoeepeno: Opobpeno: Menemagep / PyKoRogHTE L
Pardeep Kumar :.ﬁ’—/ Hime S%L-ﬁmjay Sharma

- o f__
Print Date / Print Date / Print Date /
HJara: 31.01.2021 HMara: 31.01.2021 Hara: 31.01.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 81 40 4800 2900, Fax: 91 40 4900 2099, Email: mailifdrreddys.com

CIN: LES195AP1984PLCO04 507
warw drmeddys com
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHEAT AHAJIHIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopan®™ Skcnpece (keropanak) TabneTicu, AMCNepripyemble B NONOCTH pra, 10 mr

laTa mpoH3BoACTBA

Batch No / : V2100162 Batch Quantity / s 252,000 KG
Cepnn Ne Obnem cepun

Analytical Report No / : 890001502076 Date of Analysis / : 31.01.2021
AHATHTHYeCKAH oTyer Na Mara anannza

Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2022

Togen ao

Analysis performed according ND / Ananus nposegen no HJI: JI[1-004929-011119

Page 2o0f6/Crp.2u36

Mo

N Test / MokazaTenn

Results / PeayanTaThi

Specification / Hopma

b) By HPLC/ B3XX

Complies / CoorBeTcrayeT

The retention time of the main peak on
the chromatogram of test solulion
should cormrespond (o that on  the

chromatogram of ketorolac
tromethamine standard solution {Assay
section). /  Bpema  ynepsupaHus

OCHOBHOID NHEZ HA XpomMatorpammMe

HENRITYEMOTTY ]'!RE‘TBO-IJH JOTEHO
COOTHETCTBOBATE BPEMEHH
VUCPHHBUHHY  BUHOHHDIG  1HKS Ha
KPOMATOTPaMME PacTROpa
CTaHnaprHoro  odpa’ia  keToponaka
TPOMETaMHHA (pasnen

wonmuecTeennoe OHpEﬂBﬂeHH&j}j.

Remarks : The Product conforms to ND/
HNpumeyanne: Mpoaykt cooteercrayer TpeGoeannam HJL

Conclusion ;: APPROVED /
Jaxkawyenne: OJOBEPEHO

Prepared by /
MoaroToenexo:;
Pardeep Kumar

<L

Checked by /

Approved by: Manager/Executive /
Onobpeno: Mene

INpoeepeno:
Himesh I(Curl":_:s;l_"i—/,—ﬁ:' Ajay Sharma

ep / PykoRoHTER

Print Date /
Jara: 31.01.2021

Print Date /
Jata: 31.01.,2021

Print Date /
Jara: 31.01.2021

Registered Office: 8-2-337, Road Mao. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4500 2900, Fax: 81 40 4900 2599, Email: mailf@dereddys.com

UIN: LE2 Y 2AP IYEIPLUUHM 0

wrw dmeddys.com



Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJTM3A

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

Mpoaykr: Ketopon™ Drenpect (keToponak) Tabaerku, AUCNeprupyemsle B MoaocTH pra, 10 mr
Batch No / : V2100162 Batch Quantity / 1 252,000 KG
Cepuna Ne Obnem cepun

Analytical Report No / : 890001503076 Date of Analysis / : 31.01.2021
AnaauTHyecknii oTuer No JaTa anannia

Date of Manufacture / s Jan-2021 Date of Expiry / : Dec-2022
Jara npouseoxcrea I'omen no

Analysis performed according ND / Ananns mposegen no HJI: JIN-004929-011119

Page3 of 6/ Crp.3m3 6

';;: Test / MokazaTens Results / PesynuraThl Specification / Hopma

3 | Identification Complies / CooTeeTeTRYET The  retention  times of  2-
Butylhydroxyanisole / burylhydroxyvanisole and 3-
TMogauuHoeTh butylhydroxyanisole peaks on the
G¥ THATHAPOKCHANHIOA chromatogram of the test solution

should correspond by the retention times
to  2-butylhydroxyanisole and 3-
hntylhydroxyanisale  peabs  on the
chromatogram of butylhydroxyanisole
standard solubion
("Butylhydroxyanisole content”

section), / Bpemena yaepmuBaHmA
nikos  2-OyTHITHOPOKCHANMIONL W
I-OyTHATHApOKCHANKHIONA Ha
XpOMATOTpaMME HCNBITYEMOTD
PNACTRGA W He E e P R TR
BpeMeEHaM yIep#HeaHHA [HKOR
2-DyTHATHAPOKCHAHH30NA H
-Gy THArMAPOKCHAHHIONA Ha
XPOMATOrpaMMe pacTeopa
CTAHIAPTHOTO obpasna
Oy THArHIPOKCHAHM3O0NA {pazmen

wConepsanne
BYTHI HAPUKCHAHWA0 0 ),

4 Average weight / Cpenuss
MAacca

69.6 mg / 69.6 Mr

67.2mgto 72.8 mg (70.0 mg £ 4.0 %)/ |
O 67,2 mr go 72,8 mr (70,0 e+ 4,0 %),

Uniformity of weight /
OoHOpPOAHOCTE MACCH

Complies / Cooteercteyer

18/20 tablets - not more than = 10 %
2/20 tablets - nol more than £ 20 % /
18/20 Trabnerok He Oonee £ 10 9%
220 tafineror — He fonee 4+ 20 %

Remarks : The Product conforms to ND/
Mpumewanue: [ponykr cooTEeTCTEYET Tpedosarvam HJI

Conclusion : APPROVED /
Jaxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[foproroeneno: llpoeepeno: Opobpeno: Menegdiep / Pykosopurens
Pardeep Kumar - Himesh Eﬂ_‘l’—_—‘ Ajay Sharma

Print Date / Print Date / Print Date /

Hara: 31.01.2021 Jara: 31.01.2021 Jara: 31.01.2021

Ropisterod Offico: € 2 337, Road Mo. 3, Banjara Hills, Hyderabad

500034, AT, Indin

Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: maili@drreddys.com
CIN; LES195APIOBAPLCOOMS0T
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Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEFTHDPHEAT AHAJTH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon™ 3kcnpece (keToponak) Tabaerku, ameneprupyemsie B NoaocTH pra, 10 mr

: 252000 KG

Analytical Report No /
AHANHTHYIECKRI 0TyeT N2

Batch No / : V2100162 Batch Quantity /
Cepnn Ne Obbem cepun
: BO0001503076 Date of Analysis / : 31.01.2021

llaTa aHannia

Date of Manufacture /
Jara npoussoacrea

s Jan-2021

Tonen o

Date of Expiry /

: Dec-2022

—ﬁ;nll}fsis performed according ND / Ananus nposegen no HI: JITT-004929-011119

Paged of 6/ Crp.4uz6

No
Nu

Test / MokazaTens

Results / PeayabTaTsl

Specification / Hopma

5

Disintegration time /
Pavnagaemues

Lvimmodutiie / Pavs BUPDIHE

00 min 31 se¢/ 00 MHH 31 cex

Unii 1/ Tulin 1 10 By
Unit-2 / Tagn-2 107 %
Unit-3 / Tafin-3 100 %
Unit-4 / Tabn-4 101 %o
[Jnit-5 ¢ Tafin-5 102 %
Unit-6 / TaGn-6 99 %

Mot mnee than 3 min { He fonee 3 suu

Mot less  Uian i ol
CusHsNO3=CyH, N, {ketorolac
tromethaming) in 15 min / He meuse

{1 Yim

75% (Q)  CisHiaNOy=CH( NO;
(keToponaka  TpOMETAMHH)  uepes
I5 mun

Fineness of Dispersion/
JucnepcHocTh

Complies / Contrercrayer

Related impurities / Poacrsennpie npumecn

A wmifnrm snspension passing through a
TN pm sieve is formed. / Ofpazverca
D.EI.HUPUJ'J.I!EN CYCTIEHIHA, JIPI{)K{.‘IHLL[E_‘FI
CKBO3B CHTO C PasMepoM OTBEPCTHRA
T10 mmn.

ketorolac |-hydroxy analog /
l-ruapokcHaHanor
KeToponaka

ketorolac 1-keto analog/
|-KETDAHANOT KeTOpOnaka

Any unidentified impurity /
CAUHHYHanA
HeWaeHTHHHLHpOBAHHAS
pHMecE

MWt Neterted

0.05%

0.03%

Nt more than 115 % / He Anree 1,5 %

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

Not more than 0.5 % / He 6ones 0.5 %

Remarks : The Product conforms to ND/
Ipumeyanne: [poaykr coorsererryer Tpefosannam HJT

Conclusion : APPROVED /
Jaxarwuenue; OJJOBPEHO

Jlara: 31.01.2021

Hara: 31.01.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[Mearorobneno: [Ipoeepena: OnoGpeno: Menegkep / Fykosoaurens
Pardecp Kumar  __ fi_a- Himes‘l‘\ll(:umbag',l':\ Ajay Sharma

Print Date / Print Date / Print Date /

Hara: 31.01.2021

Registered Office: B-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2099, Email: maili@idmreddys.com
CIN- LEST9SAPI984PLCO04507T

www drreddys.com




Dr.Reddy’s ‘%.'.

CERTIFICATE OF ANALYSIS

CEPTHOPHEAT AHAJIH3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponykr: Ketopon" Dxenpece (keroponak) TaGIeTKH, iucneprupyeMsie B nonoet pra, 10 mr
Batch No / : V2100162 Batch Quantity / : 252000 KG
Cepun N Obbem cepun
Analytical Report No / : 890001503076 Date of Analysis / : 31.01.2021
AHATHTHYECKHA oTuer No Jara anannza
Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2022
Jlata nponzeoacTea Topen o
Amnalysis performed according ND / Auanuz pposenen mo HJI: J111-004929-011119
PageS5of 6/ Crp.5u3 6
2.? Test / [lokasatenn Results / PeayasTaTe: Specification / Hopma
Total impurities / 0.1 % Mot more than 1.0 % / He Gonee 1,0 %
CyMMa npumeceit
9 | Water/Bona 23% Mot more than 7.0% wiw / N
He fionee 7,0 %
10 Residual solvents by G Oenwrouneie oprasmueckne pacToopn iein
Tsaprapyd aleahal / 8 ue/Tab Mot more than 350 pp/tal /
Hiaonponanon He Banee 350 mur B TalineTe
11 | Microbial enumeration tests / MukpoBuonornueckan yncrora
a) Total Aerobic Microbial Less than 10 CFU/g / Naot more than 1000 CFU/g |
Count / Obwee yucao Menee 10 KOE/r He Gonee 1000 KOE/r
a3pofHB MHKpPO-
OpraHHIMoB
b) Total Combined Yeast Less than 10 CFU/g / Mot more than 100 CFU/g /
and monlds count / Ofmice Menee [ KUE/T He Guaee 100 KOE/r
UHENG APORHEBEIN H
MNECHEBLIX IPHDOR
) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
Oreyreteyetr I Oreyreremer | T
12 Uniformity of dosage uniis / 6.5 Acceptance value (AV) not more than
OanopoanocTs 15.0/ Mpuemounoce suauenue (AV) ue
A03HPOBAHHT Gonee 15,0,

Remarks : The Product conforms to

NI

[pumeuatue: Iponykr cooteeTcTRYeT Tpebosanuam HJT

Conclusion : APPROVED /
Jarawuenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Moprotorneno: [lposepeno: OnoGpeno: Mengawep / Pywopogurens
Pardeep Kumar Ci’:' Himc:sl%Elg_‘_’,""l Ajay Sharma m’

Print Date / Print Date / Print Date /

Hara; 31.01.2021 Jara: 31.01.2021 Jara: 31.01.2021

Registered Office: 8-2-337, Road Mo, 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4500 2900, Fax: 91 404900 29%% Email: maili@gdrmeddys_ com
CIN: LES195AP1984PLCO04507

www, dmeddys.com




Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHATH3A

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

IMpoaykr: Ketopos™ Dkenpece (ketoponak) Tabnein, JMCNeprupyemMele B nonoctu pra, 10 mr
Batch No / : V2100162 Batch Quantity / : 252000 KG
Cepna N Obbem cepin

Analytical Report No / : 890001503076 Date of Analysis / : 31.01.2021
AHANHTHYECKHT oT4eT Ne laTa anannza

Date of Manufacture / : Jan-2021 Date of Expiry / : Dec-2022
Hdara nponisoacrea lonen no

Analysis performed according ND / Auwanus nposegen no HI: JIT-004929-011119

Page 6 of 6/ Cp. 6 m3 6

?1.: | Test / [MorkazaTens Results / PeayabraTi Specification /| Hopma
13 | Assay/ KoangyecTrenHoe 10.0 mg / 10.0 mr From 90mg to 110mg of
ONpeaeneHne {100.2 %) CisHisNO3»CyHy NO3 (ketorolac
tromethamine) {from 90.0 to 110.0 % of
the label claim) per a tablet / O1 9,0 Mr
no 11,00 mr CisHisNCGy=CyH  NOy
(KeTupoIEKL TPOMETAMHH) (0T 90,0 a0
110,0 % oT 3a4BASHHOTO KONHYCECTER) B
TatneTKe
14 | Butylhydroxyanisole 0.0931 mg/tab / Not less than 0.042 mg/tab /
content / Coaepwanne 0.0931 mr s Tabnerke He menee 0,042 mr g Talinetke
FYTHITAARCKL AWM
15 | Package/ ¥nakoeka 10 tablets 1 a blister of | 10tablets in ablister 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. / ITo 10
information leaflet in a carton | Tafnetow n Gnmerepe m (ITASATLTID ¢
pack. / ITo 10 rtafnetox ® | snaronornoturensm/II3BIT) donwiu /f
mciepe ws (IAJATUVITS ¢ | (T3VATT) doneru. Lo | uan 2 baucTepa
sraronornoruTenem/ [13B11) € HHCTPYKUHEN N0 MpHMEHEHHO §
domeru A (TI/AJ) donern. Mo | nasky kapronHyo.
2 OnMcTepa ¢ MHCTPYKUMeH mo
TIPHMEHEHHHY B navuKy
KAPTOHHYIO.
16 | Labeling / Mapxuporica According to ND / B cootsercremu ¢ HIT
17 | Storage conditions / Below 25 °C, / [Ipu Temneparype He Beime 25 °C.
XpaHeHHe
18 | Shelf life / Cpox roanocTi 2 years / 2 roga
Remarks : The Product conforms to NI/ Conclusion : APPROVED /
Ipumeuanne: [poaykr cooteercrayer TpeGosanuam HJI 3axmwouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TMonrerosaexo: [Mposepeno; Unobpeno: Mengrorep / PykoponuTens
Pardeep Kumar z,,ﬁf Himesh r Ajay Sharma Gji
Print Date / Print Date / Print Date /
Hara; 31.01.2021 Hara: 31.01.2021 Harta: 31.01.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: &1 40 4900 2900, Fax: 91 40 4900 2999, Email: maili@drreddys.com

CIMN: LES195AP1984PLOMA50T

www.drreddys.com



