Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
C_EWA www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkenpecc (keTopoinak) TabneTkH, AMcrieprupyemble B moaocty pra, 10 mr

AHaquTHyecKHi oruer Ne

Batch No / : V2301309 Batch Quantity / : 3600000 tab /
Cepusn Ne O6nem cepuu 3600000 Tab
Analytical Report No / : 890001675539 Date of Analysis / : 27.07.2023

JlaTa anaamnza

Date of Manufacture /
JaTa npou3sBoacTBa

: 07-2023

Tonen go

Date of Expiry /

: 06-2025

Analysis performed according ND / Anann3s nposeaen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, namenenue Ne2 ot 11.11.2022)

Page 1 of 8/ Crp. 1 m38

V®-cnekrpodoTomeTpus

i? Test / ITokazaTesnb Results / PesynbTaThl 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. /
sidle. / Kpyrmble, miockue | Kpyrisie, riockne TabneTky ¢ $Gackoi,
TabneTkd ¢ (ackoif, CBETNIO- | CBETIO-XENTOr0 LBETA C TPAaBUPOBKOM
JEJITOro IBeTa C IPaBUPOBKOHM | «l» Ha OJHOM CTOpPOHE.
«» Ha OJTHOIf CTOPOHE.
2 Identification / IToanuHHOCTE
Ketorolac / Kemoponak
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®-cnexTpsl
HOINIOIIEHA HCIBITYEMOIO pacTBopa 1
pactBopa  cTaHmapTtHoro  ofpasua
KETOpOJiaka TPOMETaMHHA  JOJDKHBI
HUMETh MaKCUMYMBI TIDM OIHOH U TOH ke
JUTHHE BOJHBI (£ 2 HM).

Remarks: The Product conforms to ND/

IMpumeuanue: [Ipomykt cooTBeTcTBYET TpeboBanusam H/I

Conclusion: APPROVED /
3axawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Santosh Iposepeno: Pardeep Kumar | OnobpeHo: Me:—teﬂ?;epf PykxoBonuTens
Kumar Maurya [ihadl =4 Om Prakash ([ R ')(n“\"}ﬂ WL,_

- e
Reprint Date / Reprint Date / Reprint Date / '
Hara: 31.10.2023 Hara: 31.10.2023 Hara: 31.10.2023

R.ristered Office: 8-2-337, Rnad Nac. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2S00, Fax: +91 40 4900 2949, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0450
www.drreddys.com
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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 : 491 98166 56001-02

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoayxT: Keropon® Dkenpecc (ketoposak) TabNeTKH, AMCNEprupyembie B nonocti pra, 10 mr

Batch No / : V2301309 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6bem cepHH 3600000 Tab
Analytical Report No / : 890001675539 Date of Analysis / : 27.07.2023
AHAJTHTHYECKHH 0T4eT Ne JaTa anajusa

Date of Manufacture / : 07-2023 Date of Expiry / : 06-2025
JdaTa npon3BoAcTBa T'onen no

Analysis performed according ND / Anann3 nposeaen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or

27.12.2021, nzmenenue Ne2 ot 11.11.2022)

Page 2 of 8/ C1p. 2 u3 §

No

Test / IlokazaTeyib
Ne

Results / PesysibTaThbl

Specification / Hopma

b) By HPLC/B2XX

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 yaepxXuBaHUA
OCHOBHOTO IIHKa Ha XpOMAaTorpamMme
HCIIEITYEMOTO  PacTBOpa  JOJIKHO
COOTBETCTBOBATh BpeMeHU
VIEpXKHBAHHI OCHOBHOIO IMKa Ha
XpoMaTorpaMme pactBopa
cTaHmapTHOro obpasla KeToponaka
TpOMETaMHHa (pazmen

«KonnuecTBEHHOE OMpeIeICHUe»).

Remarks: The Product conforms to ND/
[Mpumeyanne: IIpoaykr coorBeTcTBYeT Tpebopanuam HJI

Conclusion: APPROVED /
Zaxmwouenue: OJJOBPEHO

JHara: 31.10.2023

Jara: 31.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneHo: Santosh IIposepeno: Pardeep Kumar | Ogo6peno: Menemkep / PykoBoautenn
Kumar Maurya _ Om Prakash F_T ) Y 1

= - { d \ il
Reprint Date / Reprint Date / Reprint Date / )

Jlara: 31.10.2023

Registered Office: 8-2-337, Road No. 2, Banjara Hill:, 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 €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTHOHUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Ketopon® Dkcnpecc (keToposak) TabneTky, JUCTepriupyeMble B OJIOCTH pTa, 10 Mr

Batch No / : V2301309 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepun 3600000 Tab
Analytical Report No / : 890001675539 Date of Analysis / : 27.07.2023
AHaguTHYeCKHH oTueT No JlaTa anajan3a

Date of Manufacture / : 07-2023 Date of Expiry / : 06-2025
JaTa npon3BoacTBa I'open o

Analysis performed according ND / Ananu3 nposegen no H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uameHenne Nel ot
27.12.2021, namenenne Ne2 ot 11.11.2022)

Page3of 8/ Ctp.3 m3 8

No

N Test / Iloxa3zaTrennb

Results / Pe3yabTaThl

Specification / Hopma

3 Identification
Butylhydroxyanisole /
IHoanuunocts

OyTHArHIPOKCHAHH30J

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). / DBpemeHa yAEpXUBaHMA
MMUKOB  2-OyTHUITUAPOKCHAHHU30Jlda U
3-6yTHATHAPOKCHAHN30IIa Ha
XpoMaTorpaMme HACIBITYEMOTO
pacTBOpa HOIDKHEl COOTBETCTBOBATh
BpeMeHaM yIep)KUBaHUA THKOB
2-6yTHITHAPOKCUaHHU30T1a U
3-OyTHITHIPOKCHAHN30JIa Ha
XpoMmaTorpaMme pacTeopa
CTaHOAPTHOTO obpazia
OYTWITHIPOKCHAHU30IIA (pazzmen
«CognepxaHnue
OYTIITHIPOKCHAHU30JIa»).

Average weight / Cpenusis
Macca

69.2 mg/ 69.2 Mr

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

Remarks: The Product conforms

Ipumeuanue: [Tpoaykr cooTBeTcTBYET TpeboBanusam HJI

to ND/

Conclusion: APPROVED /
3axmouenne: OJJOGPEHO

Prepared by /
[Moarorosnaeno: Santosh

Knmar Manrya A

L]

—_

Checked by /
IIposepero: Pardeep Kumar

el

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

Om Prakash /ﬂ, 4 "Y)'} 137 L:",

Reprint Date /
Jara: 31.10.2023

Reprint Date /
Jara: 31.10.2023

Reprint Date / \
Jara: 31.10.2023

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 ‘g‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

CEPTHO®UKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Keropon® Dkenpecc (keToposak) TabiieTky, AMcHeprupyemsle B nonocty pra, 10 mr

Batch No / : V2301309 Batch Quantity / : 3600000 tab /
Cepus Ne O6nbem cepun 3600000 Tab
Analytical Report No / : 890001675539 Date of Analysis / : 27.07.2023
AHanHTHYeCKH# 0TyeT Ne JlaTa apajan3za

Date of Manufacture / : 07-2023 Date of Expiry / : 06-2025
JaTta npou3BoAcCTBa Togen no

Analysis performed according ND / Ananus nposeen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3menenne Nel ot

27.12.2021, u3menenne Ne2 ot 11.11.2022)

Page4of 8/ Ctp. 413 8

1}00 Test / [TokasaTenn Results / Pe3yabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OnHOpOAHOCTL MaCChl 2/20 tablets - not more than + 20 % /

18/20 Tabnetox — He Gonee + 10 %
2/20 tabnetok — He 6onee = 20 %
S Disintegration time / 00 min 23 sec / 00 MuH 23 cek Not more than 3 min / He 6onee 3 Mun
PacnagaemocTb
6 Dissolution / PacTBopeHue Unit-1 / Tabn-1 101% Not less than 75% (Q) of
. Ci1sH;3NO1+CsH 1 NO; (ketorolac
Wnit2vAa0n=2 o tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 98% 75% (Q)  CisHisNO3*CsHiNO;3
. ; (keToposlaka  TPOMETaMHH)  4Yepe3s
Unit-4 / Tabn-4 100% 15 MuH
Unit-5 / Ta6n-5 100%
Unit-6 / Tabn-6 101%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
HducnepcHocThb 710 pm sieve is formed. / O6pasyeTca
OJHOpPOOHAs CYCIEH3UA, HPOXOAsIlas
CKBO3b CHTO C pa3MepoM OTBepCTHil
710 MKM.

Remarks: The Product conforms to ND/
IMpumeyanne: IIpoaykT cooTBeTCTBYET TpeboBaHusM HJI

Conclusion: APPROVED /
3axiaouenne: OJOBPEHO

Prepared by /

IToarororieHo: Santos
Kumar Maurya ."f ; ﬁ

Checked by /
[posepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Meueg;ﬁep / PykosoauTeb

Om Prakash {’x’ VY:-,q/}q-:’lL;_ =

Reprint Date /
Jata: 31.10.2023

Reprint Date / \

Jlata: 31.10.2023

Reprint Date /
Jara: 31.10.2023

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 Q%.'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

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

Hpoaykr: Keropon® Dxcnpecc (keToponak) TabieTky, AUCIeprupyemsie B noaocty pra, 10 mr
: 3600000 tab/

Batch No / : V2301309 Batch Quantity /

Cepnsi Ne O6nbem cepun 3600000 Tab
Analytical Report No / : 890001675539 Date of Analysis / : 27.07.2023
AHaJIHTHYeCKHH oTueT No JlaTa aHaJIH3a

Date of Manufacture / : 07-2023 Date of Expiry / : 06-2025
JaTa npoH3BOACTBA Tonen no

Analysis performed according ND / Anann3s nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, namenenne Ne2 or 11.11.2022)

Page 50f 8/ Crp. 5u3 8

8 Related impurities / PoacTBeHHBIE NPUMECH

Below LOD (LOD = 0.0010 %) /
Huxe npenena o6Hapysxenus (I10 =

ketorolac 1-hydroxy analog / Not more than 0.5 % / He 6onee 0,5 %

1-runpokcuanaior

KeToponaka 0.0010 %)
ketorolac 1-keto analog/ 0.03 % Not more than 0.8 % / He 6onee 0,8 %
1-keToaHanor KeTopoJaka
Any unidentified impurity / 0.06 % Not more than 0.5 % / He 6onee 0,5 %
eIUHAYHAs
HeUIeHTH(OULHUPOBaHHAS
TIPUMEChH
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CyMmMa npuMecei

9 Water / Bona 2.9% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHbI€ OpraHuyecKHe pacTBOPHTEIH

5 ngftab / Not more than 350 pg/tab /
5 MKT B TabJIeTKe He 6onee 350 MKr B TabJeTKe

Isopropyl alcohol /
Hzonponanon

Conclusion: APPROVED /
Zakmouenne: OJOBPEHO
Approved by: Manager/Executive /
OnobpeHo: Meueggﬁepﬂ/ PykoBoautens
Om Prakash AR .-1,/;":'1[_,-
@\/ "‘ -

Remarks: The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusam HJT
Prepared by / Checked by /
[MoarorosneHo: Santosh [Npoeepeno: Pardeep Kumar
Kumar Maurya

ury @%, c.t,, .
Reprint Date /
Hara: 31.10.2023

Reprint Date /
Harta: 31.10.2023

Reprint Date /
Jata: 31.10.2023

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 Q%6

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon™ Okenpecc (keToponak) TabneTkH, AUCIeprupyemMble B M0JOCTH pTa, 10 Mr

: 3600000 tab /

Batch No / : V2301309 Batch Quantity /

Cepus Ne Oo0bem cepun 3600000 Tab
Analytical Report No / : 890001675539 Date of Analysis / : 27.07.2023
AdaguTuyeckuii oTyer Ne JlaTa aHaH3a

Date of Manufacture / : 07-2023 Date of Expiry / : 06-2025
JaTta npousBojcTBa T'onen no

Analysis performed according ND / Ananu3s nposeaen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, usmenenune Ne2 or 11.11.2022)

Page 6 of 8 / Ctp. 6 3 8

11 | Microbial enumeration tests / MukpoGuoJjorniyeckast yuucrora*

a) Total Aerobic Microbial
Count / ObLuee yncno
a3pOOHBIX MUKPO-
OpTaHU3MOB

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

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

b) Total Combined Yeast
and moulds count / Obuiee
YHCJIO JPONOKEBBIX U
IUIECHEBBIX IPHOOB

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

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

¢) Escherichia Coli

Absent in 1 gram /
OTcyTcTBYeTB 1 T

Shell be absent in 1 gram /
OtcyrctBHE B 1 T

12 | Uniformity of dosage units /

4.7

Acceptance value (AV) not more than

content / Conep:kaHue
6yTHIrHIPOKCHAHN30J1A

0.0934 Mmr B TabneTke

OaHopoaHOCTH 15.0 / TIpuemouHoe 3Ha4yeHue (AV) He
J03UpPOBAHMSA 6onee 15,0.
13 | Assay/KoauuyecTBeHHOE 10.0 mg / 10.0 Mr From 90mg to 11.0mg of
ompenejieHue (100.0 %) C15H13NO3°CsH 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
o 11,0 Mr C15sH3NO3*C4H 1INO3
(xetoponaka TpoMeramuH) (ot 90,0 no
110,0 % OT 3asBIEHHOTO KOJIUYECTBA) B
TabaeTKe
14 | Butylhydroxyanisole 0.0934 mg/tab / Not less than 0.042 mg/tab /

He menee 0,042 mr B TabneTke

Remarks: The Product conforms to ND/
I[Tpumeuanue: IIpoaykT cooTsercTBYeT TpeboBanuaM HJT

Conclusion: APPROVED /
3axaouenne: OJOGPEHO

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

IloarororneHo: Saw IMposepeno: Pardeep Kumar | Ono6peno: MGHC}}K_C_E / PykopoaHTens

Kumar Maurya o ; Om Prakash _ } L
= = = D s

Reprint Date / Reprint Date / Reprint Date / \

Hata: 31.10.2023 Jlata: 31.10.2023 Jarta: 31.10.2023

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 €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHUOHKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnipece (keToposak) TabaeTKH, AUCTIEPrUpyeMBbIe B OJOCTH pTa, 10 Mr

Batch No/ : V2301309 Batch Quantity / : 3600000 tab /
Cepusa Ne O0BeM cepHH 3600000 Tab
Analytical Report No / : 890001675539 Date of Analysis / : 27.07.2023
AHaanTHYecKHil oTueT Ne Jlata anaau3za

Date of Manufacture / : 07-2023 Date of Expiry / : 06-2025
JaTta npoun3BoacTBa Tonen xo

Analysis performed according ND / Ananu3 nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3menenne Nel or

27.12.2021, uamenenne Ne2 o1 11.11.2022)

Page 7 of 8§ / C1p. 7u3 8

15 | Package/ YnakoBka 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. / Ilo 10 Tabnetox B
onmucrepe w3 (ITA/AJVIID ¢
pnaromnorjorarenem/[13BIT)
doneru // ([13/AJ]) donsru. o
2 Gauctepa ¢ HMHCTPYKLHMEH MO
TIPUMEHEHUIO B navyky
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. / Ilo 10
tabieTox B Gmucrepe 3 (ITA/AJI/IID ¢
piaronornorurenem/TIOBIT) donsru //
(II3/AJ1) ponsru. Io 1 wiu 2 6aHcTepa
C HHCTPYKIMe#l [0 TNPUMEHEHUIO B
Ma4yKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBerctBuu ¢ H/J

XpaHenue

17 | Storage conditions /

Below 25 °C. / Ilpn Temnepatype He Beiiue 25 °C.

18 Shelf life / Cpok roanocTn

2 years / 2 ropa

* 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.
* [Ipu BBINyCKe JIEKAPCTBEHHOTO MPENApaTa KOHTPO/IL Ka4ecTBa 0 nokasaTento « Mukpoduosoruieckas
YUCTOTA» MPOBORMUTCS NJIs1 Kaxnoii 20-oii cepuu, niu AJ1s OJHOM CEPUK B IO/, B 3aBHCUMOCTH OT TOr0, YTO

HACTYIIMT paHbllIe.

Remarks: The Product conforms to ND/
IMpumeuanue: [Iponykt cooTBeTcTBYET Tpebopanusm HJT

Conclusion: APPROVED /
3axkmouenne: OJJOBPEHO

Jata: 31.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Santosh IMposepeno: Pardeep Kumar | Onobpeno: Meu%mgp / PYKOBOOMTEND
Kumar Maurya Om Prakash _ ) AN

== L[LJL. 1 \[ 7 il o
Reprint Date / Reprint Date / Reprint Date / \

Jara: 31.10.2023

Jara: 31.10.2023

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

CEPTUOUKAT AHAJIM3A

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dxenpecc (keroponak) TabneTky, AUCIEeprupyeMble B OJI0CTH pTa, 10 Mr

Batch No / : V2301309 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001675539 Date of Analysis / : 27.07.2023
AHaIHTHYECKHI oTUeT No JdaTa ananusa

Date of Manufacture / : 07-2023 Date of Expiry / : 06-2025
JaTta npon3BoacTsa I'onen no

Analysis performed according ND / Ananus npoBeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenune Nel ot

27.12.2021, uzmenenune Ne2 ot 11.11.2022)

Page 8 of 8/ Ctp. 8 m3 8

API name / Haumenosaune ADC:

Ketorolac tromethamine / KeToponaka
TPOMETaMUH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Howmep cepuu npousBoaurtens ADC:

ABQH002209 ,ABQH002105, ABQH001999

FP Manufacturer API Batch number /
Homep cepuu cy6ctanuuu npoussoautess I'JIP:

FEQA00214, FEQA00275, FEQA00290

API Manufactured by & country /
IIpouseoauteas A®C, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pexnu'c Jlaboparopuc JIita., Hanma

Remarks: The Product conforms to ND/
ITpumeuanue: ITpoaykr coorBeTcTBYET Tpebopanusam HJI

Conclusion: APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by /

IloaroroBneno: Santos
Kumar Maurya £ A

—

[Tporepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Meue{gmcgg / PykopoanTens

Om Prakash f\' \J_V\q,va-

Reprint Date /
Jara: 31.10.2023

Reprint Date /
Hara: 31.10.2023

Reprint Date / !

Hara: 31.10.2023

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




